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CHAl RVAN SUZWKI : Convenes conf erence.

EXECUTI VE SECRETARY ADJCDHA: Thank you,
Chai rman  Suzuki . M/ name is Mchael Adjodha. 1I'm
Executive Secretary of the Dental Products Panel.

Allow me to introduce the nenbers of our
panel. Please raise your hand as | call your nane.

The Chairman of the Dental Products Panel
is Dr. Jon Suzuki. Chairman Suzuki is a periodonti st
and is a mcrobiologist, and is Associate Dean of the
School of Dentistry at Tenpl e Uni versity,
Phi | adel phi a, Pennsyl vani a.

Joining him are the following panel
menbers. Dr. Amar isn't here right now, he's del ayed
at the airport, | expect him shortly. He's a
periodontist and is a Professor at the School of
Dent al Medicine  at Bost on Uni versity, Bost on,
Massachusetts.

Dr. David Cochran is a periodontist and is

Prof essor and Chairnman at the Health Sci ence Center at
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the University of Texas, San Antoni o, Texas.

Ms. El i zabet h Howe 'S a consuner
representative, and she is President of Non-Profit
Consul tants, Auburn, Washi ngton.

Dr. Wlliam OBrien is a mterials
engineer, and he's a professor at the School of
Dentistry at the University of Mchigan, Ann Arbor,
M chi gan.

M. Daniel Schechter is our industry
representative, and he is Ceneral Counsel for Parkell
| ncor por at ed, Farm ngdal e, New York

Dr. Donenick Zero is a carriologist and is
Prof essor and Chairman at the School of Dentistry of
| ndi ana Uni versity, Indianapolis, |ndiana.

Dr. John Zuniga is an oral surgeon and is
Prof essor at the School of Dentistry at the University
of North Carolina at Chapel H I, Chapel HIl, North
Carol i na.

Joining the panel are the followng
consul tants. Dr. Leif Bakland is an endodontist and
is Professor at the School of Dentistry of Loma Linda

Uni versity, Loma Linda, California.
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And, Dr. Gil Denko is a dentist in
private practice in Newon H ghlands, Mssachusetts,
who specializes in oral appliances for the treatnent
of sl eep apnea.

Joining us at the table is Dr. Chiu Lin.
He 'S D rector of t he FDA' s Di vi si on of
Anest hesi ol ogy, Infection Control, GCeneral Hospital
and Dental Devices.

| wll now read into the record the
conflict of interest statenment for this neeting.

FDA is convening today's neeting of the
Dental Products Panel of the Medical Devices Advisory
Comm ttee under the authority of the Federal Advisory
Commttee Act of 1972. Wth the exception of the
industry representative, all nenbers and consultants
of the panel are special governnent enployees or
regul ar federal enployees from other agencies, and are
subject to the Federal Conflict of Interest |aws and
regul ati ons.

The follow ng information on the status of
this panel's conpliance with the Federal Ethics and

Conflict of Interest |aws governed by, but not limted
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to, those found in Title 18 of the U S Code, Section
208, and Title 21 of the US.  Code, Sections
355(n)(4), is being provided to participants in
today's neeting and to the public.

FDA has determned that nenbers and
consultants of this panel are in conpliance wth
Federal Ethics and Conflict of Interest [|aws. Under
Title 18 of the U S. Code, Section 208, Congress has
aut horized FDA to grant waivers to special governnent
enpl oyees of limted financial conflicts when it is
determned that the agency's need for a particular
individual's service outweighs his or her potential
conflict of interest.

Menbers and consultants of this panel and
speci al governnment enployees in today's neeting have
been screened for potential financial conflicts of
interest of their own, as well as those inputed to
them including those of their enployer, spouse, or
m nor child, related to discussions of today's
nmeet i ng. These interests may include investnents,
consul ting, expert W tness testinony, contracts,

grants, CRADAs, teaching, speaking, witing, patent,
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patents and royalties, and primary enpl oynent.

Today's agenda involves a discussion of
general issues related to the classification of
several unclassified dental pre-Amrendnents devices. In
accordance with Title 18, U S. Code, Section 208(b)(3)
a waiver has been granted to Dr. Donenick Zero. A
copy of the conflict of interest waiver statenent may
be obtained by submtting a witten request to the
agency's Freedom of Information office, Room 12A30 at
t he Parklawn Building in Rockville, Maryl and.

M. Daniel Schechter is participating as
an industry representative, acting on behalf of all
i ndustry, related industry, and is enployed by
Par kel I, 1 ncorporated.

W wuld like to remnd nenbers and
consultants that if the discussions involve any other
products or firnms not already on the agenda, for which
an FDA participant has a personal or inputed financia
interest, the participants need to exclude thenselves
from such invol venent and the exclusion will be noted
for the record.

FDA encourages all participants to advise
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the panel of any financial relationships which you
have with any firnms at issue.

This conflict of interest statement wll
be available for review at the registration table.

I'd finally like to request everyone in
attendance at this neeting take the opportunity to
sign the attendance sheet at the front table. Please
also turn off your cell phone ringers, so as not to
di srupt this neeting.

Thank you.

Chai rman Suzuki ?

CHAI RVAN SUZWKI :  Ckay, thank vyou, M.
Adj odha.

Before we begin the neeting, we have two
informational presentations by the FDA, one on the
Critical Path Initiative by Dr. Larry Kessler, and the
ot her on Post-Market Study Design by Dr. Tom G oss.

Is Dr. Kessler present?

Ckay, is Dr. Goss here?

DR GROSS. Gkay, good norning. ['"'m Tom
Goss, I'mthe Director of the D vision of Post-Mrket

Surveillance, and |I'd like to take a few mnutes of
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your time today to talk about recent changes in our
condition of approval study program

Before | do that, I'd like to talk to you
alittle bit about our office, that is the Ofice of
Surveillance and Bionetrics, which is now responsible
for the condition of Approval Study Program

Now, there's sone basic functions that our
office serves for the Center. First and forenost, we
provi de support for pre-nmarket review W have about
50 statisticians who provide support for al |
statistical aspects of pre-market subm ssions. Ve
have about a dozen epidemologists who are involved
with PVMA reviews and helping to design and conduct
condi tion of approval studies.

Qur office is also responsible for
detecting signals of potential public health problens
t hrough our nationw de passive adverse event reporting
systens, nanely, our nandatory system the nedical
device or MDR reporting system and our MedSun system
the nedi cal device safety network, which is conprised
of 350 healthcare institutions throughout the United

States who report on clinical events in their
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institutions.

We are al so responsible for characteri zing
the risk of potential public health problens. Qur
epi dem ol ogi sts are in charge of this, and they use a
variety of tools fromliterature reviews to conducting
and desi gni ng de novo studies.

W are also responsible for coordinating
center responses on actions regarding these potentia
public health issues. W convene expert panels within
the Center to deliberate these issues and offer
recomendations to Center senior nanagenent.

And lastly, we are responsible for
interpreting our nedical device reporting regulation
what needs to be reported and violations of that
regul ati on.

Now, let's nove on to condition of
approval studies. As you all know, these studies are
ordered as a condition of approval for PMA devi ces.
Qur reqgulations clearly stipulate that these post-
appr oval requirements can include the continuing
evaluation and periodic reporting on the safety,

effectiveness and reliability of the devices for its
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i ntended use. This regulation gives us our broad
authority in mandating these condition of approval
st udi es.

Now i n 2002, our Center took a | ook at how
well we were doing with these studies. To that end
we | ooked at PMAs that were approved from 1998 t hrough
the year 2000. Al tolled, there were 127 PMAs t hat
wer e approved, and about a third of those had clinical
condi ti on of approval study orders.

The bottom Iine of our evaluation was the
followng, that CDRH had I|imted procedures for
tracking study progress or results, that our IT and
other systens were very deficient in this regard.
There's large turnover of |lead reviewers that resulted
in lack of follow up. Approxi mately, 40 percent of
those reviewers who were assigned to the PMA at the
time of subm ssion were no |onger associated with that
PMA at the time of this study in 2002. And | astly,
there were lack of pre-market resources. Those
resources were appropriately devoted to pre-narket
reviews and pre-market submssions, leaving little

| eft over for post-nmarket oversight.
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Now, based on these study results, and
based on a pilot that we had wunderway in which
epi dem ol ogi sts were part of the PVA review teans, we
devel oped a strategy for change, and the goals for
that change were very sinple, which was to obtain
useful and quality post-market information as the
device enters the market, to obtain real-world use
data, to better characterize the risk and benefit
profile of these devices, for instance, their |ong-
term performance, and lastly, to add to our ability to
make sound scientific decisions based on tinely and
quality information

Now, what did we do in terns of this
change? W transferred the condition of approval
study program from the pre-market side to the post-
market side, from the Ofice of Device Evaluation to
our office, the Ofice of Surveillance and Bionetrics.
W did so because we had the resources and the
expertise to handle these studies. W devel oped and
instituted an automated tracking system for these
studies that were instituted this year in April, to

acknow edge the receipt of study protocols and interim
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reports, and to followup when reports were not
recei ved.

As a result of the success of our pilot,
we now have epidemologists who are part of all PMA
review teans, and their functions are the follow ng
They are tasked with the devel opnment of post-mnarket
noni toring plans during pre-market review, how to best
monitor these products for safety issues in the post-
mar ket period. They take the |ead in devel oping well -
formul ated post-nmarket questions, leading in the
design of these studies, leading in the evaluation of
the study progress and results after approval, and
they continue to work with the PMA throughout -- with
the PMA team t hroughout this process.

W al so address the notivation for better
study conduct. How can the agency, as well as
industry, do a better job in the conduct of these
studies? First and forenost, we have to agree as to
what inportant post-market questions need to be
addressed, and then to design adequate and quality
study protocols to address those questions. W need

to acknow edge the receipt of the protocols and the
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interimreports, as | previously noted, and to provide
feedback on the studies in real tine.

For the agency to be nore transparent we
are planning on posting the study status of these
condition of approval studies on an agency website,
and lastly, we do have the authority to nmandate post-
mar ket studies under other authorities if these are
not adequately done under our condition of approval
authority.

Lastly, what's the inpact on the Advisory
Panel ? During the approval process, we wll attenpt
to lay out the inportant post-approval public health
questions, and the possible approaches for panel
consi derati on. And then, during the post-mnarket
period, FDA or industry will update the panel on the
progress and results of these studies.

That concludes ny remarks. Thank you very

much.

CHAI RVAN SUZUKI : W can now call on Doct or
Kessl er.

DR KESSLER Good norning. |'mnot Sousan
Altaie, as you can see fromthe slides up there. |I'm
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giving the presentation in her stead. M/ nane is
Larry Kessler, 1I'm the Drector of the Ofice of
Science and Engineering Laboratories. Most of you

probably don't know about the Ofice of Science and
Engi neering Laboratories. If you have a question
about us, we'll spend a few mnutes afterward, but
today I'm here to talk to you in Sousan's stead about
the Critical Path Initiative in Medical Devices, part
of the Oitical Path Initiative for the entire Food
and Drug Admnistration started by then Conmm ssioner
Mark Mcd el l an as coupl e of years ago.

So today, in about the next ten to 15
mnutes, |I'mgoing to talk to you about our Citical
Path Initiative, what it is, why we are interested,
what are the critical path tools, and the nedical
device areas of specific interest to us, and hopefully
to you, what are nedical device critical path
projects, we have a few ongoing and I'll talk about a
couple of them and then ways in which you, the panel
menbers, can get involved in the Citical Path
Initiative.

VWhat the FDA's Critical Path Initiative
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is, Is a serious attenpt to nake product devel opnent
nmore predictable and | ess costly. | want to focus for
a second on both of those, because one of the probl ens
that we have heard over and over from our industry is
that the difficulty that they have in planning or
working with the FDA has to do with predictability.
Wien we don't know the right questions to ask, or when
we go back and forth with a conpany about trying to
figure out how to put sonething on the market, it
makes it harder for themto do their job, harder for
us to do our job, and everyone would like |less costly
review process, as well as what we can do to get
things on the nmarket nore efficiently.

This fairly sinple diagram is a rather
easy way to understand what we view as where we fit in
in the critical path process from very basic research
and prototype design or discovery through actually
getting a product on the market. Sone tine after
clinical devel opnent, and in bet ween mar ket
application and approval, trying to figure out how to
get the product on the market involves the Food and

Drug Adm ni strati on.
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Prior to that, from the very part of the
design or discovery through getting things through
FDA, we consider that the critical path. A lot of the

work done there by industry are in |lab studies, pre-

clinical animal studies, bench studies, as well as
clinical trials. The degree to which we can inprove
what's predictable in that period, and the Kkind of
science and applied science that can be done to
effectively get products on the market, we think wll
hel p the industry and help patients ultinmately.

Sonme people mght ask, why isn't this the
job, not only of industry, but also sonetines of the
National Institutes of Health? Wiile they are
val uable partners, they tend to |eave thenselves way
back on the left-hand side of that diagram so the
bulk of NIH research you'll find in the basic research
arena, maybe sonetines in design or discovery, and for
devi ces rarely, but occasi onal |l y, in clinica
procedures and clinical trials.

Wiy are we interested? Wll, I"'mgoing to
digress from Sousan's slide for just a mnute, and try

and give you a little bit of background. The big
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initiative for the wentire agency's Oitical Path
process began with the clear recognition of things,
not in the device arena, but in the drug and biologic
ar ena. The pipeline in drugs and biol ogi cs has been
shrinking over the past five years dramatically. The
nunber of new nolecular entities approved, the nunber
of new drugs comng to mar ket , has shr unk
dramatically. Sone of the concern at the agency |eve
was related to what they thought was difficulties
getting products through to nmarket, and Dr. Mdellan,
and after him both Dr. Wodcock and Dr. Crawford,
thought it was inportant to try and focus on
scientific and technical issues that were inhibiting
products from getting to market, and the early focus
was drugs, and not devices, principally because the
device industry has remained relatively healthy over
the past decade, and the anount of turnover that we
see in ternms of new products has not abated.
Nevertheless, we felt there still were
significant things that FDA could do, working with our
academ c col | eagues, our clinical colleagues, and our

industry partners, to inprove the process via putting
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sone attention in what we considered the critical path
for device devel opnent.

So, we remain interested from the Center
for Device and Radi ol ogi cal Health because of
significant benefit of bringing innovative products to
the public faster, because of our unique perspective
on product devel opnent. One of the things that nost

people don't recognize is that we not only see the

successes of products, we see the failures. An
i ndi vi dual company will certainly see its own
successes and failures, they wll not often have a

wi de perspective on a product type across nany
conpani es.

In addition, our invol venent in the
Critical Path Initiative will help us devel op gui dance
and standards that foster innovation and inprove the
chances of success of products getting through our
system Wile we have an extraordinarily high
approval rate, there still are a nunber of cases where
we think things can be inproved.

So, we want to work together, as 1|'ve

said, wth industry, academa and patient care

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

21

advocates, and we are trying to noderni ze, devel op and
dissemnate solutions or tools, applied technology
tools, applied research tools, that wll address
scientific hurdles that will inpact an industry-w de
product devel opnent.

W are focused on three areas, an
assessnment of safety, and | suspect this is a good
thing that follows Tom Goss' presentation, if he
remained in the audience, how to predict if a
potential product will be harnful. So, we are | ooking
at a variety of techniques, not only mning the
currently available post-nmarket experience data we
have, but also trying to develop conputer sinmulation
nodel s and other tools and techniques that could help
predict safety issues.

W are also looking to see if we can
inprove tools that wll determne the potentia
product wll have nedical benefit, and this, indeed
can be a challenge because the sine qua non of our
evi dence-based system these days is a random zed
trial, trying to figure out how random zed trials can

be supplanted by other tools and techniques is always
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a challenge in the device area, particularly hard
because there are trials that cannot be done
sonetinmes, but trying to prove efficacy always proves
alittle bit challenging.

And finally, and this is sonething that
you nmay have a sense of, if you ve |ooked at the
unfortunate headlines over the past year, and week in
and week out |look at the FDA and seen our recalls
seem to be rather exciting sadly, manufacturing
products can be a challenge, very difficult. W have
a really interesting exanple. | won't nention the
specific product, you can probably guess what it is,
[ aunch for this product was about a year and a half
ago, it was one of the nost exciting products in the
medi cal devi ce devel opnent. And, interestingly
enough, in one of the very unusual cases the Center
for Medi car e and Medi cai d Servi ces appr oved
rei moursenment for this exciting product nonths before
we approved it. And, the nonths of delay had nothing
to do with the panel or the clinical trials, it al
had to do with getting this major national conpany up

to speed in manufacturing a reliable product under the
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quality system requirenents. And, this is a mgjor
i nternational company, wth a major bl ockbuster
product that was wthheld from nmarket for nonths,
nonths and nonths. And, even reinbursenent was
settled, which is alnost never the case, and this was
about a year and a half ago, so I'll leave it to you
to guess. | don't want to nention the conpany,
because it may suggest that they are not -- they
didn't do a good job. It's hard to manufacture a
conpl i cated nedi cal device and do so under the quality
system requirenents.

So, these are three areas, assessnent of
safety, proof of efficacy, industrialization, where we
thi nk applied research tools and working together with
i ndustry, academ c, our clinical col | eagues and
patient advocates, could prove beneficial.

And, exanples of those tools are as
follows. | nentioned conputer simulations, the mddle
of the slide, biomarkers, and what we are trying to do
in enhancing our understanding of the way in which
bi omarkers work is another exanple. As Tom probably

told you toward the end of the slide, trying to figure

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

24

out how we can inprove post-market reporting, inprove
our f eedback process, and speed up t he
intergenerational tinme of the device pathway, and
there are a nunber of opportunities that 1'll talk
about real briefly.

| just want to rem nd you that while a | ot
of this initiative did start with the drugs, and we
use drugs a lot as a stal king horse sonetines, devices
are very different. They aren't sinple nolecules,
there tend to be conplex conponents, and the other
thing I want to point to which turned out to be really
critical in understanding how devices work is about
three quarters of the way down the right side, what we
call use error, | apologize it says user error, we are
trying to get away from that term nology and use the
sense of wuse error. Devi ces, unlike drugs, alnost
al ways have, not only the patient and the product
itself, but a clinician involved, often a doctor or a
nurse, and an environnment, and those four things
contribute to device problens that we don't see at the
sane level in the drug world. So, understandi ng how

use errors occur can be critical, and our trying to
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understand them and industry trying to understand
them to prevent them 1is the kind of thing we are
| ooking at in the Critical Path.

Device safety tools, we are developing a
bi oconpatibility database, which could be very
efficacious if we can make it public, so that
conpanies can speed their products to narket, and
review what's in the database, and avoid using certain
products that would be in-bioconpatible wth the human
body. W are looking at effective products on di sease

or injured tissues. In ny |aboratories, we have at

| east three different nodels of damaged organs or ill
animal nodels that can be used to test products
agai nst. Wien you test products against healthy
animals you get certain kinds of results, you test the
same ones against sick or diseased animals or their
organs, and you nmay get different answers, and because
products in the nedical arena are used nost often with
di sease patients, aninmal nodels of conprom sed health
can be valuable to assessing safety issues.

For effectiveness tools, we've  been

talking with a nunber of conpanies about wusing
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surrogate endpoints for car di ovascul ar clinica
trials, and one of our colleagues, Charles Taylor in
Stanford, is doing sone conputer simulation nodeling
and col | aborating with us for inplanted devices.

In mass manufacture industrialization, |
think it's an area that's been very |ong neglected,
and we only have fledgling work in this area, and we'd
really be excited about nore concerted effort in
i ndustrialization, trying to devel op practice
guidelines for followup of inplanted devices, and
ook at validated training tools for devices with a
known | earning curve. As | said, a |lot of devices run
into problens in the clinical or comunity setting,
because of the user and the environnent, and we are
trying to inprove how we get people up to speed on
known devi ces, or devices with a known | earning curve.

So, in specific projects, our validation
of biomarkers, we are trying to put together a bl ood
panel to assess sensitivity and specificity, for
peri pheral vascular stints, conputer nodels of human
physiology to test and predict failure, and finally,

we are trying to work wwth the obstetrics commnity to
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develop a clear path in intrapartum fetal diagnostic
devices, and this would principally be a guidance type
effort.

Here are a few others, you can read them
and | can certainly -- | think you already have
somewhere in your package these kind of issues, and we
can tal k about themat sone length if you'd Iike.

| want to point out the last one, the
neur al tissue contracting materi al s, ext ensi ve
neurotoxicity testing, we are doing sone of the work
on that, neurol aboratories as well.

If you are interested, what are we doi ng?

Vell, we are continuing to review comments that were
sent |last year to the docket. W are trying to figure
out which areas would nost benefit from research in
the developnent of Critical Path evaluative tools.
Any suggestions you have would be nost welcone.
Please direct themdirectly to Dr. Sousan Altaie, her
nane is on the first slide here, and you can find her
in our global directory. |"m sure if you need to we
can provide you her e-nmail address, so if you have any

comments or suggestions in the product areas that you
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are involved in, please feel free to contact Sousan
directly.

W are conpiling a National Path Critical
Qpportunities List and publish it. Wile the
resources of FDA are better than they ever have been
under the Medical Device User Fee and Modernization
Act, we are still an extrenely leanly funded agency.
| can tell you our |aboratory budget, if any of you is
interested at sone point, I'lIl tell you off line, and
it's kind of enbarrassing when you think about
conparing it to real science effort. So, we really
need to partner wth academc, other governnent
agencies which we try to do as often as we possibly
can, and the clinical comunity, to get these Critical

Pat h tool s devel oped.

Here's a web address for you. I[t's in
your packet |I'm sure, and the docket is always open
for suggestions and coments. W review that on a

routine basis, and there's a web page providing |inks
to the Oritical Path Wite Paper which describes the
original background for this project. VW hope that

you'l | becone engaged, and if you have any questions
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or comments you can ask me now or you can ask Sousan
in the future.

| want to thank you for your tinme and
attention. | hope |I haven't overstayed ny wel cone.

Thanks.

CHAI RVAN SUZWKI :  Thank you, Dr. Kessler,
and thank you, Dr. G oss.

W will now proceed with the neeting. I
note for the record that voting nenbers present
constitute a quorumfor the neeting, as required by 21
CFR Part 14. W will now proceed wth the agenda.

The first item on our agenda is the open
public hearing, the first of two open public hearing
sessions for this neeting. A second open public
hearing wll be held tonorrow. At these tines, public
attendees are given the opportunity to address the
panel to present data or views relevant to the panel's
activities.

Pl ease not e t hat t here will be
opportunities during the classification discussions to
comment on the proposals for each device.

Both the Food and Drug Adm nistration and
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the public believe in a transparent process for
information gathering and deci sion-nmaki ng. To ensure
such transparency at the open public hearing session
of the Advisory Commttee neeting, the FDA believes
that it is inportant to understand the context of an
individual's presentation. For this reason, FDA
encourages you, the open public hearing speaker, at
the beginning of your witten or oral statenent to
advise the commttee of any financial relationship
that you may have with any conpany or group that may
be affected by the topic of this neeting. For exanple,
this financial information may include a conpany's or
a group's paynent of your travel, [|odging, or other
expenses in connection with your attendance at the
nmeeti ng

Li kew se, FDA encourages Yyou at the
begi nning of your statenment to advise the conmmttee if
you do not have a financial relationship. If you
choose not to address this issue of financial
rel ati onships at the beginning of your statenent, it
wi |l not preclude you from speaki ng.

| would like to rem nd public observers at
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this neeting that while this portion of the neeting is
open to public observation, public attendees may not
participate except at the specific request of the
Chair. You will be given no nore than ten mnutes for
your presentation.

No i ndividual has given advanced notice of
wi shing to address this panel. |If there is anyone now
wishing to address the panel, pl ease identify
yoursel ves at this tine.

I would I|ike to ask that per sons
addressing the panel cone forward at this tineg,
identify your sel f, speak clearly as t he
transcriptionist is dependent on this neans for
providing an accurate transcription of the proceedi ngs
of this neeting. |If you have a hard copy of your talk
avai | abl e, please provide it to the Executive
Secretary for wuse by the transcriptionist to help
provi de an accurate record of the proceedi ngs.

Seeing no one, 1'd like to turn the
program over to Dr. Runner

DR RUNNER Good norning. I'd like to

wel come nmenbers of the Dental Product Panel, our
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consul tants, FDA staff, and all of our stakeholders in
the audience, to this neeting of the Dental Products
Panel . M/ nane is Susan Runner, and |'m the Branch
Chi ef of Dent al Devi ces, in the Dvision of
Anest hesi ol ogy, Infection Control, GCeneral Hospital,
and Dental Devi ces, of the Ofice of Devi ce
Eval uation, of the Center for Devices and Radi ol ogi cal
Health, of the FDA. That's a long introduction, isn't
it?

Over the next two days, you are going to
asked for your recommendation on the classification of
seven dental devices that we believe have been on the
market since prior to the initiation of the Medical
Devi ce Amendnents of May 28, 1976, and they have never
been cl assified by previous panels.

During the next two days, you'll get to
hear from every single one of ny branch nenbers,
beginning with Ms. Myra E. Browne, a biologist, and
she wll be giving a presentation on Artificial
Sal i va. Then, Dr. Robert Betz on Retraction Cord.
Then, M. Angela Bl ackwell, bionedical engineer in ny

branch, on Oal Wund Dressings. Dental Electrical

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

33

Anesthesia, by M. Andrew Steen, who is a nechanical
engi neer. Ms. Myra Browne again on Root Canal
Cl eansers. M. Mchael Ryan, who is a bionedical
engi neer, on Root Apex Locators, and finally, Dr.

Kevin Miulry, on the Dental Muth Quard.

Secondly, we wll be |ooking at a general
issue, and we will ask for your input on the OIC use
of dental nmouth guards, and that wll be presented

tonmorrow by Dr. Kevin Milry.

W appreciate your tinme and wel conme your
expertise, and we hope to have a very good neeting. |
think we'll not have the break as per schedule, but
we'll start right out with Ms. Browne's presentation.

CHAl RVAN SUZUKI: Next on our agenda is
FDA's presentation on the Proposed {assification of
Artificial Saliva, Ms. Myra Browne.

M5. BROME And, 1'd like to thank the
panel for comng this norning. This nmorning we wll

be seeking the panel's recommendation to classify

artificial saliva. | will be presenting the proposed
classification of artificial saliva devices. Thi s
presentation I ncl udes devi ce I dentification,
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classification issues, and health risk aspects of the
devi ce.

This slide outlines the topics | intend to
go through during ny presentation. This includes a
description of artificial saliva, a regulatory history
of artificial saliva, any nedical device adverse
events submtted, the risk to health associated wth
artificial saliva, and FDA s classification proposal
for artificial saliva.

Artificial saliva is intended for the
tenporary relief of xerostoma, which may result from
an illness, chenotherapy, radiation, stress or aging.

It is wused to physically replace noisture and
| ubricate the nouth.

These devices are typically conposed of
car boxynet hyl cel | ul ose, salt, buffers and ot her
addi tives. These devices are comonly marketed as
sprays, gels and |ozenges, and they are available
ei ther by prescription use or over the counter.

These products are used to mmc natural
saliva, but do not stinulate saliva production. These

devices are considered as replacenent therapy, rather
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than a cure. Artificial saliva devices do not include
products intended to alter salivary flow or to treat
mucositis by chemcal or netabolic neans. Such
products woul d be consi dered drugs.

The only pre-anmendnent device identified
as having been marketed prior to 1976 is Xero-Lube
manuf actured by Scherer, |ncorporated. Artificial
saliva devices are currently regulated via the pre-
mar ket notification 510(k) process. To date, FDA has
cleared 15 artificial saliva 510(k) to date. There
have been no nedical device reports through FDA' s
adverse event reporting system for artificial saliva
devices to date.

This table identifies the risk to health
associated wth artificial saliva and FDA' s proposed
controls to address these issues. The risk to health

associated with artificial saliva are inproper use and

adverse tissue reaction. Mtigation neasures would
i ncl ude | abel i ng recommendat i on, full chem ca
characterization, and bi oconpatibility testing.

Chem cal characterization is a critical conponent of

risk mtigation. The inclusion of chemcal entities
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with adver se chem cal and/ or phar macol ogi cal
properties may pose a serious risk to health.

To concl ude, FDA is proposing the
foll ow ng classification for artificial saliva
devices. The identification would read, an artificial
saliva device 1is intended for the relief of
xerostoma. The classification wuld read, dass 11,
Special Controls. The special control for this device
woul d be the guidance docunent, dass II, Specia
Control s Cui dance Docunent, Artificial Saliva.

Thank you.

CHAI RVAN SUZWUKI: | would now like to ask
the panel if it has any questions on the presentation.

Heari ng none, we now have an open comment
session regarding the proposed «classification of
artificial saliva. I'd like to ask if there's anyone
in attendance who w shes to address the panel, and if
there are please approach the m crophone and identify
yoursel f for the record.

Ckay, there are none.

Ms. Shulman will now lead the panel to

conplete the classification forns.
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DR COCHRAN: Jon?

CHAl RVAN SUZWKI : Dr. Cochran?

DR COCHRAN. This is David Cochran. I
have a questi on.

The chem cal characterization of the
material is something used to mtigate the risk. 1Is
that not included if it's a dass | device?

CHAI RVAN SUZWKI: "Il ask Ms. Browne to
respond to the question.

M5. BROME: If it's a dass | device, and
we mght not -- well, we would see it, but the risk --
'"mtrying to think, if it were dass | --

DR RUNNER If it were a dass | device,
it would be nost likely exenpt, and, therefore, we
would not see the chemcal characterization of the
devi ce, because that would not be sonething that woul d
cone in as a 510(Kk).

M5. BROME: The exenption woul d be tripped
unless it were a new product with a totally different
-- not as a conposition already on the market, we
woul d not see that device. And, we feel that the

risk, it should be in Cass II.
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DR COCHRAN: But, if there was a different
conposition it would be tripped. So you would see it.

M5. BROME W would see, it, yes, we
woul d see the conposition of it.

DR, COCHRAN. So, | guess the question is,
is the chemcal conposition of the one that's
available in 1976, is that a safe product at this
poi nt ?

M5. BROME: Yes. Vell, we feel it's a
safe product, but over the years they have evolved
where the conposition has changed and the devices
wor k, the node of actions are slightly different, that
we feel that the Gass Il would be substanti at ed.

CHAIRVAN SUZUKI: Did that answer your
question, Dr. Cochran?

DR COCHRAN: Yes.

CHAl RVAN SUZWKI :  Thank you.

Any ot her questions?

Yes, Dr. Zero?

DR ZERO Is there -- sone of these
products may contain sone fluoride, is that correct?

MB. BROME: As of now | don't believe
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we've had any with fluoride, but we would -- they
could contain fluoride. They also mght be -- well,
fluoride isn't considered a drug, but we do have
several devices that do contain fluoride. However, no
one is allowed to nmake a claim for the fluoride
content in the device.

So, therefore, if it did contain fluoride,
| would ask them what the purpose of the fluoride is,
but I would not let them nmake any claimto it. So, if
fluoride were an active ingredient, | believe it would
be regulated as a drug, or at least a consult from
drug.

DR ZERO So, if it had fluoride, would
there be a limt on the level of fluoride? Say, it's
1 ppm or 10 ppm or 100 ppm

M5. BROME Yes, | would ask Drugs, |
would not make that call nyself, | wuld ask the
Center for Drugs.

DR ZERO So, there's a threshold when if
it was high enough it would then be considered as a
drug?

MB. BROMNE: |'mnot sure, would it be?
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DR RUNNER Typically, we have products
that have fluoride in them However, they haven't
been allowed to nmake clains. If they want specific
clains for the fluoride, then we would consult wth
Dr ugs. For exanple, if they wanted anti-caries
clains, et cetera, they would need a drug consult
since the fluoride is considered a drug.

Limts, we've looked at the limts that
have been typically in some of the products, Ilike
restorative materials, without a drug consult, and we
actually ask for release data on those with fluoride
in them

DR ZERO kay. And, typically, the |evel
of fluoride is in the ppmrange, low, |ike 1, 107

DR. RUNNER: Low- dose, yes.

DR ZERO Ckay, thank you.

CHAI RVAN SUZWKI :  Any ot her questions?

Yes, Ms. Howe?

M5. HONE: 1'd |ike to just clarify, if the
intent for this product is the sanme, then if a
manuf acturer changes ingredients what does that trip?

Does that trip a 510(k), a reconsideration, is it
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just a change of intent that trips sonething?
M5. BROME: Yes, it would still be a
510(k), unless it were -- as long as the intended use

were the sane, but it had a different ingredient, it

woul d still be the sane classification, it would just
need a new 510(k). But, if it's in dass Il, it wll
always -- you will see all of that.

CHAI RVAN SUZWKI : Ckay, thank you.

Dr. Denko?

DR DEMKO |'m just asking a question, in
that | know that sone of them that are on the market
now are actual ly oi | - based, r at her t han
car boxynet hyl cel I ul ose, and | have trenendous concerns
about those, vis-4-vis the CPAP, which dries your
mouth, so is that sonmething that | bring up for
di scussion now, or do | just wite it in ny notes, in
ny review?

M5. BROMNE: No, you should -- you m ght
want to discuss it now, because we have seen those
products.

DR DEMKO Ckay, because one of the

things that canme up, there are two types of positive
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air pressure for treating obstructive sleep apnea,
where they are wusing air pressure to inflate the
airway, that they are oral delivery. They are either
with an OPAP or an Oracle device, where the air is
delivered into the nmouth, and the patients who use
this type of oral delivery for CPAP conplain
horrendously about dry nouth, even wth wuse of
humdifiers on their CPAP nachi nes.

And, the question has cone up in the past,
there would be sonme dentists who would tell patients
to use a fine mst of canola oil or a fine mst of
olive oil, because that way it doesn't evaporate and
it protects the nucosa fromthe drying effects of the
CPAP.

The catch is, the pulnonary docs went
nuts, because there is a certain type of oil enbolus
pneunonia that patients can get if you actually blow
this oil into the lungs. So, | would want to see this
| ooked at by a pulnonary physician, as to what their
concerns would be with use of a CPAP.

M5. BROMNE: Well, is the oil, is the mst,

is it actually, you know, |abeled as an artificial
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saliva device, or are they just taking oil and
spraying it down their throat?

DR DEMKO Wen it started out with the
OPAP back about eight years ago, they were just being
told to use oil. So, but knowi ng that patients tend
to treat thenselves, and they are going to try and
find an artificial saliva that's going to make their
mucosa nore confortable with oral delivery, say if
t hey have chronic nasal congestion, that whether that
be |abeled out saying, do not wuse this if you are
usi ng CPAP, because |I'm not sure how nuch of what is
instilled into the nouth actually gets into the
ai rway.

M5. BROME: Okay, well, that's another
reason that you need to keep it into dass II,

otherwise, if one has it on the market, and you put it

in dass I, the next one wth the identica
formulation | won't have any control over the
| abel i ng.

So, if you don't put it in Cass II, |
won't have any control over the labeling at all, and |

don't believe |'ve seen labeling for the specifics of
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what you were tal ki ng about.

CHAIRVAN SUZUKI: Did that answer your
question, Dr. Denko?

DR DEMKO Yes.

CHAl RVAN SUZWKI :  Any ot her questions from

t he panel ?

Ckay, thank you, Ms. Browne.

Ms. Shul man?

M5. SHULMAN:  Good nor ni ng. Agai n, each
panel nmenber will fill out their owm form the panel
chair wll take the vote after we go through each
guesti on.

So, on the top of the form the panel
menber and the date, and the generic type of device.
W'll go through the very first question, is the
device life-sustaining or |ife-supporting? | don't
know if you want to just go around and take a vote,
however you'd like to do it.

CHAIRVAN SUZWKI: I'"Il  ask the wvoting
menbers in order, and I'Il begin with Dr. Cochran?

DR COCHRAN: No.

CHAl RVAN SUZUKI @ And, Dr. O Brien?
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DR O BRI EN: No.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO No.

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: No.

CHAI RVAN SUZUKI @ And, the Chair votes no.

And, the non-voting nenbers would like to
comment, Ms. Elizabeth Howe?

M5. HOANE: | woul d say no.

CHAlI RVAN SUZWUKI : And, M. Dani el
Schecht er ?

MR SCHECHTER No.

CHAI RVAN SUZWKI @ Ckay.

M5. BROMNE: Thank you.

Question nunber two, is the device for use
which is of substantial inportant 1in preventing

i npai rment of human heal t h?
Again, if you' d like to go around.
CHAI RVAN SUZWKI : Yeah, I'll go around.
Dr. Cochran?
DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

46

DR O BRI EN: No.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO No.

CHAI RVAN SUZUWKI : Doct or Zuni ga?

DR ZUNI GA: No.

CHAI RVAN SUZUKI:  And, | neglected the
consultants on that |ast table of questions.

Dr. Bakland? So, you can answer twi ce,
t he previous question and this question.

DR BAKLAND: No to both.

CHAl RVAN SUZWKI : And, Dr. Denko?

DR DEMKO No to both.

CHAl RVAN SUZWKI :  And then, our non-voting
consunmer and industry representatives for their
opi ni ons.

Ms. Howe?

M5. HOAE: No.

CHAI RVAN SUZUKI @ And, M. Schechter?

MR SCHECHTER No.

CHAI RVAN SUZWKI :  Ckay.

M5. BROMNE: (kay, thank you.

Question nunber three, does the device

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

present a potential

injury?

with the oils and question

speci al i st.

(202) 234-4433

CHAlI RVAN SUZUWKI :

DR COCHRAN: No.

CHAlI RVAN SUZUWKI :

DR O BRI EN: No.

CHAlI RVAN SUZUWKI :

DR ZERO No.

CHAlI RVAN SUZUWKI :

DR ZUN GA: No.

CHAlI RVAN SUZUWKI :

M. Howe?

M5. HONE: No.

CHAlI RVAN SUZUWKI :

47

unr easonable risk of illness or

Dr. Cochran?

Dr. OPBrien?

Dr. Zero?

Doct or Zuni ga?

Non-voti ng nmenbers.

M . Schechter?

MR SCHECHTER No.

CHAI RVAN SUZWKI :
Dr. Bakl and?

DR BAKLAND: No.
CHAlI RVAN SUZWKI :

DR DEMKO  And,

Consul t ant s.

Dr. Denko?
I would say no, except

talking to a pulnonary

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

48

CHAI RVAN SUZWKI :  Ckay.

And, the Chair votes no.

M5. BROMNE: Thank you.

Nunber four, did you answer yes to any of
t he above three questions? The answer to that is no,
SO we go to question five.

l's t here suf ficient i nformation to
determne that general controls are sufficient to
provi de reasonabl e assurance of safety and
ef fectiveness? Renenber the general controls are the
Cass | controls.

CHAI RVAN SUZWKI :  Ckay.

Dr. Cochran?

DR COCHRAN: The answer is no.

CHAl RVAN SUZWKI: Dr. O Brien?

DR, O BRI EN: No.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO No.

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: No.

CHAI RVAN SUZWKI : The Chair votes no.

The consuner and industry reps.
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Ms. Howe?

M5. HOAE: No.

CHAI RVAN SUZUKI : M. Schechter?
MR SCHECHTER No.

CHAl RMAN SUZUKI : And, the consultants for

t hei r opi ni ons.

Dr. Bakl and?

DR BAKLAND: No.

CHAl RVAN SUZWKI : And, Dr. Denko?
DR. DEMKQO No.

M5. BROME: Ckay, thank you

Then if no, we go to question six. I's

there sufficient information to establish specia

controls

provi de

in addition to the general controls, to

reasonabl e assurance of safety and

effectiveness? The special controls are the dass Il

controls.

(202) 234-4433

CHAI RVAN SUZWKI :  Ckay.

Dr. Cochran?

DR COCHRAN: Yes.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN: Yes.
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CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO Yes.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: Yes.

CHAI RVAN SUZWKI : The Chair votes yes.

Ms. Howe?

M5. HOAE: Yes.

CHAI RVAN SUZWKI : M. Schechter?

MR SCHECHTER Yes.

CHAI RVAN SUZWKI : Consul t ant s.

Dr. Bakl and?

DR BAKLAND: Yes.

CHAI RVAN SUZWKI : Dr. Denko?

DR, DEMKO Yes.

M5. BROMNE: (kay, thank you.

If yes, classify in dass Il, and we nove
on to lItem seven. Item seven, if there is sufficient
information to establish the special controls to
provi de reasonabl e assurance of safety and
effectiveness, identify below the special controls
needed to provide such reasonable assurance for d ass

1. And, what Ms. Browne tal ked about was the gui dance
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docunent wth the first one, but you can also
recoomend anything else listed or any other that you
would like to Iist as a special control.

CHAI RVAN SUZWKI :  Ckay.

So, M. Browne indicated primarily the
gui dance docunent.

DR COCHRAN: | have a question.

CHAl RVAN SUZWKI : Ckay, Dr. Cochran has a
guesti on.

DR, COCHRAN. The question, could you go
over again what testing guidelines is?

IVB. BROMNE: That would be testing
guidelines will be included usually in the guidance
docunent, what kind of test we are l|looking for, or
what kind of results we are |looking for, anything Iike
t hat .

DR COCHRAN: So, that's included in a
gui dance docunent ?

M5. BROME: Most of the tinme if testing is
required to determne substantial equivalence, that
will be included in the gui dance docunent.

CHAl RVAN SUZWKI: Ckay, are we ready to
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vot e?

Dr. Cochran?

DR COCHRAN:. @ui dance docunent checked on
nunber seven.

CHAI RVAN SUZWKI :  Ckay.

Dr. OBrien?

DR O BRI EN: Qui dance docunent.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO (i dance docunent.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Cui dance docunent.

CHAl RVAN SUZWKI: And, | report the sane,
gui dance docunent.

The consuner and industry representatives.

Ms. Howe?

MB. HOWNE: @ui dance docunent.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER Cui dance docunent.

CHAI RVAN SUZUKI :  And, the consultants for
t hei r opi ni ons.

Dr. Bakl and?

DR BAKLAND: Qui dance docunent.
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CHAI RVAN SUZWKI : And, Dr. Denko?

DR DEMKO @ui dance docunent.

M5. BROME: (kay, thank you.

Questions eight and nine we can skip,
because it only has to do with performance standards,
and performance standard is not one of the special
controls chosen.

Question ten we can skip, because that
only has to do if there it was recommended to go into
Cass II1.

Question 11, this is also for your current
t houghts, but this was a pre-anmendnent prescription
device, so we are identifying the needed restrictions.
The first one is a prescription statenent, only upon
the witten or oral authorization of a practitioner
licensed by law to adm nister the device, or you can
add onto that, for use only by persons with specific
training or experience in its use, or only in use in
certain facilities.

CHAI RVAN SUZWKI: Ckay, are there any
questions before we proceed with the vote?

M . Schechter?
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MR SCHECHTER Yes. | believe that it was
mentioned that there are currently prescription and
over-the-counter devices in this category.

M5. BROMNE: They did.

MR SCHECHTER So, | assune that would be
the intention to continue that way?

M5. BROMNE: That's fine.

MR SCHECHTER (Kkay.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN: Yes, I had a simlar
guesti on. There are over-the-counter product s
avai | abl e. Is there an option in 11 for over-the-

counter itens, because they seemto indicate that they
woul d be prescription itens, because it says, witten
or oral authorization.

M5. SHULMAN: Right. Under the other you
can wite down also over the counter, so it wouldn't
be a needed restriction, but we would have the
comments that it could either be prescription or over
t he counter.

DR O BRIEN (kay.

CHAI RVAN SUZWKI : Ckay, was that clear?
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DR COCHRAN. So, was that the first box
and the | ast box?

M5. SHULMAN. The first box and the |ast
box you can wite the other for the over the counter.

CHAl RVAN SUZWKI : So, by the first box that
woul d include the OTC and the prescription?

M5. SHULMAN. Right, for the other we are
going to say that it's also available over the
counter. This is one of the kind of weird situations
where it's both prescription and over the counter.

CHAl RVAN SUZWKI : It's both, okay.

Are we ready to proceed with the votes?

Dr. Zero?

DR ZERO Is there a specific need to
maintain the prescription status in this product
classification?

M5. SHULMAN: "Il let the experts answer.

M5. BROMNE: The ones that | have that are
on the market originally were OIC, but conpanies
actually made a request for sone of these to be sold
by prescription use, and one conpany has both uses.

So, they've asked for both, and we allow
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themto do it simultaneously, we give approval to both
ways.

DR ZERO But again, the question was, is
there a need for --

M5. BROMNE: For a prescription?

DR ZERO Froma regul atory point of view

M5. BROME: No, but if a conpany wants to
do it by prescription that's their prerogative.

DR ZERO Thank you.

DR ZUNI GA: | have a question.

CHAI RVAN SUZKI : kay, Dr. Zuni ga
speaki ng.

DR ZUNIGA: Along the sane |ine, would
that allow the conpany that currently is this approval
on, and that conpany that currently allows or requires
a prescription, to then go to OIC?

V. BROMNE: They can have it
simul taneously. It doesn't matter. They can be both
at the sane tine . W allow that, and actually we have
one artificial saliva product on the market that did
ask for both at the sane tine.

CHAIl RVAN SUZWKI :  Ckay, other conments or
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guesti ons?

If not, we'll proceed with a vote,
begi nning with Dr. Cochran.

DR COCHRAN: 1'd vote to check both the
first and | ast box.

CHAI RVAN SUZWKI :  Ckay.

Dr. OBrien?

DR OBRIEN First and |last box, and the
coment al so, over the counter.

CHAIl RVAN SUZWKI : And, can you specify the
coment under ot her?

DR, O BRIEN. Under other, yes.

CHAI RVAN SUZUKI :  And, under the comments,
maybe Dr. Cochran would Iike to respond?

DR COCHRAN: Yes, | would include over the
counter.

CHAl RVAN SUZWKI :  OTC.

Ckay, do you agree, Dr. O Brien?

DR O BRIEN Yes.

CHAI RVAN SUZWKI :  Ckay.

Dr. Zero?

DR ZERO The first and last box, with the
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speci fic coment al so, over the counter.

CHAI RVAN SUZWKI @ Ckay.

Dr. Zuniga?

DR ZUNIGA: The first and last box, wth
the specific coment wunder other, allow over the
count er.

CHAI RVAN SUZUKI : | respond first and | ast
box, to including OIC for other.

The consuner and industry representatives.

Ms. Howe?

IVB. HOWE: The first box and the
description in over that it's over the counter.

CHAI RVAN SUZWKI :  Ckay.

M. Schechter?

MR, SCHECHTER By prescription and other
avai | abl e OTC

CHAI RVAN SUZWKI :  Ckay.

And, our consul tants.

Dr. Bakl and?

DR BAKLAND: The first box, and the fourth
box, other, OTC

CHAI RVAN SUZUKI @ Ckay.
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And, Dr. Denko?

DR DEMKO The first box and the |ast box,
with the cooment of allow ng over-the-counter use.

M5. SHULMAN. (Ckay, thank you.

If we could nove on to the supplenental
data sheet. Again, question one, the generic type of
devi ce.

Question two, the Advisory Panel, Dental

EXECUTI VE SECRETARY ADJODHA: Margie, can
you speci fy what they nean by generic type of device?

M5. SHULMAN: Just the artificial saliva
that's generic.

DR ZERO And, you want Advisory Panel
menber as opposed to --

M5. SHULMAN. W& would |ike your nanes on
the sheets also, so you can put Dental and then your
nane, please.

And, question three we can fill out, is
this device an inplant, yes or no.

Question four, the indications for use in
the device labeling, we can say, as presented, or you

can coment on the indication for use that was
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presented by M. Browne. Do you need a full back-up
or anyt hi ng?

So, if you want you can go around and
discuss if there's any changes or any coments you'd
like to make to that, or just as presented.

CHAI RVAN SUZWKI: This really designates
the prescription, correct?

M5. SHULMAN.  The prescription, no, no,
that's just the identification of the device and the
classification into Cass Il, but it does not address
prescription or over the counter.

CHAI RVAN SUZWKI :  Ckay.

M5. SHULMAN. | f everyone agrees, is there
anyone who does not agree to that? Are there any
comment s?

Ckay, thank you.

Then the identification of the risks to
health presented by the device.

EXECUTI VE SECRETARY ADJODHA: Margie, are
we going to vote on that one?

CHAI RVAN SUZUKI : Do we necessarily have to

vote on each?
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M5. SHULMAN: No, at the end we can vote on
t he sheet.

CHAI RVAN SUZWKI :  Ckay.

The identifications of the risks that were
presented, was there any comments or additions to any
of those? Do you want to back up?

CHAI RVAN SUZUKI:  Wuld anyone |like to
comment, were there any additional risks?

DR ZERO M. Chairnman?

Dr. Zero?

DR ZERO Based on the comment nade about
the lipids, do we need to have any specific additional
wor di ng?

M5. SHULMAN: You can certainly wite that
down, that 1is another concern. That could be
addressed maybe in the | abeling.

DR OBRIEN. Now, in filling out the form
do we put the identified risks as given?

M5. SHULMAN: You do not need -- yes, you
can say, as presented in the Panel neeting, you do not
have to rewite those.

DR O BRIEN (kay.
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M5. SHULMAN. Ckay.

The next question is the classification
whi ch was recommended in the Cass II, then you wll
vote on the priority for high, nediumor |ow and then
as to how fast or quickly you would like us to go back
and wite the pr oposed rule and the final
cl assification. It's usually a high, nedium or |ow
There are no tinme frames associated wth the high,
mediumor low. So, if you just want to go around and
et us know if you consider it high, nmediumor |ow

CHAIl RVAN SUZUKI : Wuld you like us to go
around regarding classification also, or just high,
medi um or | ow?

M5. SHULMAN: Just high, nediumor |ow.

CHAI RVAN SUZWKI :  Ckay.

"1l begin with Dr. Cochran again.

DR COCHRAN: Low.

CHAI RVAN SUZWKI :  Ckay.

Dr. OBrien?

DR O BRIEN Low.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO Low.
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CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: Low.

CHAI RVAN SUZUKI : The Chair al so indicates
| ow.

Ms. Howe?

M5. HONE: My interpretation would be high
and ny justification for that is, even though it's out
there on the market, and maybe for that reason it
should be low, | guess I'm thinking in ternms of if
there are nmanufacturers out there who want this
information so they can go ahead and get nore products
on the nmarket, this 1is sonething that severa
consuners use in terns of people who are receiving
chenot her apy, what ever. That's how | would interpret
it, that we want people to know that this is a product
that we really want to have out there as classified
and avai |l abl e.

CHAl RVAN SUZWKI :  Ckay, thank you, M.

M . Schechter?
MR SCHECHTER: Low.

CHAI RVAN SUZUKI @ Ckay.
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The consul tants.

Dr. Bakl and?

DR BAKLAND: Low.

CHAI RVAN SUZWKI : Dr. Denko?

DR, DEMKO Low.

M5. SHULMAN. Ckay, thank you. So, that
will be | ow

The question seven, we may skip because
it's not an inplant, or |life sustaining, or |life
supporting, that was voted on on the first sheet.

Nunber eight, the summary of infornation
including clinical experience with judgnment upon which
the classification recommendati on was based. You nay
also say the information as presented in the Panel
nmeeting, or, of course, add anything else you wanted
to say.

Question 11, S any ot her needed
restrictions besides the prescription use statenent or
it can be over the counter, are there any other needed
restrictions on the device as known? [|f not, you nay
say none, or any conmments.

CHAl RVAN  SUZUKI : Any comment s? Any
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guesti ons?

Ckay, none for nunber nine.

M5. SHULMAN. On the next sheet, we may
skip question ten, because that only has to do wth
G ass | devices.

Question 11, if the device is recomended

for Gass I, recomend whether FDA should exenpt it
from pre-market notification. W need to vote on
t hat .

CHAI RVAN SUZWKI :  Ckay. Any questions

first before we vote?

Ckay, 1'll ask Dr. Cochran.

DR COCHRAN: Exenpt.

CHAI RVAN SUZWKI @ Ckay.

Dr. OBrien?

DR. O BRIEN. Not exenpt.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO | mght need a clarification
here, since -- so we can have it as a (ass |l device,
but have it exenpt from--

M5. SHULMAN: Pre-market notification, so a

conmpany woul d not be required to submt a 510(k).
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CHAl RVAN  SUZWKI : And, I i ndicate not

exenpt .

DR COCHRAN: Jon, |I'm going to change ny

vote to not exenpt.
CHAl RVAN SUZWKI :  Ckay, then
the vote it's 4:1, is that correct?

M5. SHULMAN: Correct.

sunmari zi ng

CHAI RVAN SUZWKI :  Consuner and industry

representatives.
Ms. Howe?

M5. HONE: Exenpt.

CHAl RMAN SUZUKI : M. Schechter?

MR SCHECHTER Exenpt.

CHAI RVAN SUZUKI : Dr. Bakl and?
DR BAKLAND: Not exenpt.

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKO Not exenpt.

CHAl RMAN SUZUKI: So, the vote is 4:1 in

favor of not exenpt.
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M5. SHULMAN: Thank you.

Nunmber 12, if you know if any existing
standards that would apply to the device sub-
assenbl i es, conponents, device materials, you can |ist
them at this tine. If not, we can just wite none.
Right, there are two in the presentation besides the
two listed in the presentation.

CHAl RVAN SUZUKI : Does the Panel have any
guestions regardi ng the existing standards?

None.

M5. SHULMAN: Thank you.

Now you wll vote on the two forns as
filled out as a dass Il device wth that
identification requiring pre-market notification, and
you will vote to approve those forns or not.

CHAIl RVAN SUZWKI :  Ckay. W'l go around
and we' |l vote on the entire subm ssion presentation.

Dr. Cochran?

DR, COCHRAN: Approve.

CHAl RVAN SUZWKI: Dr. O Brien?

DR O BRI EN: Approve.

CHAl RVAN SUZWKI @ Dr. Zero?
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DR ZERO Approve.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Approve.

CHAI RVAN SUZWKI : The Chair votes approve.

Consuner and industry representatives.

Ms. Howe?

M5. HOAE: Approve.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER Approve.

CHAI RVAN SUZUKI : Consul t ant s.

Dr. Bakl and?

DR BAKLAND: Approve.

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKQO Approve.

CHAl RVAN SUZWKI :  Ckay. Note for the
record that this was unani nous.

M5. SHULMAN: Thank you very nmuch, and now
we W ll collect the forns fromthis classification.

DR ZERG Excuse ne.

W should go back on the first form and
wite in the classification recormendati on?

M5. SHULMAN.  Yes, please, on general
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devi ce classification questi onnaire, t he
classification recormendation is dass I1.

CHAI RVAN SUZWKI: So, the indication is,
under classification recomendation, Il, non-exenpt.

M5. SHULMAN: Thank you.

CHAl RVAN SUZWKI: Ckay, the Chair would
like to call for a 15 m nute break.

(Whereupon, at 10:30 a.m, a recess until
10: 45 a. m)

CHAl RVAN SUZUKI: Next on our agenda is
FDA's presentation of the proposed classification of
Retraction Cords, and | would like to ask Dr. Robert
Betz, Dental Oficer for the FDA presentation on
Retracti on Cord.

DR BETZ: | was supposed to speak this
afternoon, but I'"mgoing to say good norning. M nane
is Dr. Robert Betz, I'm here to present the gingival
retraction cord for your consideration.

My presentation will include the device
description, an intended use, and two indications for
use, one nedical device report of an adverse event, a

table of risks and mtigations for those risks, and
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FDA' s proposed classification for this product.

G ngival retraction cords are conposed of
single or mltiple strands of cotton or cotton
pol yester fibers. They are available in various
dianeters and nmay be tw sted, braided or knitted.
Retraction cords are inserted into the gingival sulcus
around teeth wth subgingival tooth preparation
mar gi ns. They are left in place for several mnutes
and are renoved i medi ately before placenent of denta
i npression material s.

The purpose of the cords is to press
outward on free marginal gingival tissues, pre-
creating space, permtting dental inpression nmaterials
to flow around tooth margins and accurately capture
themin the dental inpression.

Most retraction cords available prior to
1976 contained no drug conponent or were inpregnated
with epinephrine as the henostatic agent. Al um num
chloride was initially substituted for epinephrine
because of adverse events related to epinephrine's
effects on the cardi ovascul ar system

O her henostatic drug conmponents presently

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

71

on the market include, but are not l[imted to, ferric
sul fate and zinc phenosul fate. | take that back, that
was -- yeah, ferric sulfate, okay.

G ngival retraction cords with or wthout
drug conponents are intended to be used as an aid in
the taking of dental inpressions, to assure capture of
subgi ngi val preparation margins.

Al though there is only one intended use,
two indications for use have been identified. Nunber
one, plain retraction cords are indicated for use in
sites where there's no gingival bleeding. In
addi ti on, pl ain gi ngi val retraction cords are
indicated for use for patients who have a nedica
contraindication to one of the drug conponents
available wth the cords. Nunber two, gingiva
retraction cords with a drug conponent are indicated
for use in sites where there is gingival bleeding
present .

A recent search of the nedical device
report database reveal ed only one adverse event, and I
was surprised about this because |I'm sure there are

nore than one, but only one was reported to us. This
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report was related to a patient reaction to
epinephrine in a gingival retraction cord. The
patient was discharged from a trauma center after
three hours of testing and nonitoring, no active
treat nent was required.

Risks to health include adverse tissue
reactions caused by the retraction cord materia
itself and adverse reactions to the drug conponent.
Retraction cord fibers may be enbedded in circular
sul cul ar tissues, causing a foreign body reaction. It
is also possible that a patient may be allergic to one
of the cord conponents itself.

There are also drug reactions possible
that may include allergic reactions to the drug
conponent and adverse cardi ovascul ar events. There is
also a possibility of interactions wth other
medi cations that the patient may be taking.

| nproper use may result in danage to the
dental gingival attachnent, resulting in deepening of
the gingival crevice or sulcus, and/or recession of
the gingival margin. There is also a very renote risk

of inhaling a piece of retraction cord into the |ung.
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Swal l owi ng a piece of cord does not appear to pose a
significant safety issue.

Measures that may be used to mtigate
these risks include device |abeling, bioconpatibility
testing, appropriate material specifications, and a
pl acenent of a prescription only warning on the device
| abel .

Consultative reviews have been requested
from the Center for Drug Evaluation and Research in
the past. It is proposed that CDER continue to review
any drug conponents present in this device.

Proper device labeling and the Iimtation
of wuse of this device, to wuse Dby appropriate
heal thcare professionals only, may facilitate the
exercise of due diligence and care in the placenent of
t hese devi ces.

FDA is proposing a two-tier classification
for this device, one for retraction cords with a drug,
and one for those w thout. There are safety issues
related to the presence of the drug conponent. Review
of these drug conponents by the Center for Drugs is

necessary to assure, or at lest we feel that it's
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necessary, to assure that the device is safe for use
in patient popul ations.

The proposed identification for t he
gi ngi val retraction cord device wthout a drug
conponent is as follows. I dentification, a gingival
retraction cord wthout a drug conponent is a single
or multiple stranded cord that is not inpregnated with
drug conponents. G ngival retraction cords wthout a
drug conponent are intended to be used as an aid in
taking accurate dental inpressions of the margins and
tooth preparations by displacing unattached gingival
tissues adjacent to the margins of those tooth
preparations.

FDA is proposing that retraction cords
that have no added drug conponent be placed in d ass
I, with general controls. W al so propose that the
devices be exenmpted from requirenents for the
subm ssion of a pre-market notification or 510(k).

The I dentification for a gi ngi va
retraction cord wth a drug conponent is as follows.
Identification, a gingival retraction cord with a drug

conmponent is a single strand or nultiple stranded cord
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that is inpregnated with drug conponents. G ngi val
retraction cords with a drug conponent are intended to
be wused as an aid in taking accurate dental
I npr essi ons of subgi ngi val mar gi ns of tooth
preparations by displacing unattached gingival tissues
and mnimzing bleeding that may interfere with the
I Mpr essi on process.

Wen a drug conponent is present, FDA is
proposing that the retraction cord be regulated as a
Cass Il device, and be subject to pre-nmarket
notification procedures. W also propose that a
gui dance docunent serve as one of the special controls
for this device. Thi s gui dance docunent w |l assist
device manufacturers in the submssion of data and
information required or necessary for pre-market
notification or 510(K).

Thank you.

Any questions?

CHAl RVAN SUZWKI : Thank you, Dr. Betz.

|'d like to ask the Panel if they have any
questions for Dr. Betz.

Dr. Bakl and?
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DR BAKLAND: Wen the device 1is not
classified, is there a regular procedure for reporting
adverse reactions to that?

DR BETZ: It's ny understanding that FDA
accepts nedical device reports for all devices,
whet her they are regul ated, classified or not.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR. ZUNI GA: Under t he ot her drug
conponents, can you give us an idea of the range of
what ot her neant?

DR BETZ: There may be one or two nore. |
searched and | could find those two. There are --
there's at least one other that |'m aware of, that
with ny wonderful nenory it's slipped ny nenory, but
there may be nore, one, nmaybe two at the nost.

CHAI RVAN SUZWKI :  Ckay.

O her questions?

Ckay, we now have an open conment session
concerning the pr oposed classification of t he
retraction cord device. In addition to the two
al ready indicated wishing to speak, I'd like to ask if

there's anyone else in attendance who wshes to
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address the Panel .

First, I'd Ilike to «call M. Henry
Vogel stein for Coltene/ Wial edent to address the Panel.

MR VOCELSTEIN: Good norni ng. ['"m Henry
Vogel st ei n. After havi ng been enpl oyed by
Col t ene/ Whal edent for 33 years, | am now a consul tant
to that conpany, and | receive a fee for ny
consul tancy, and ny expenses for this occasion will be
fully paid by Coltene/ Wal edent.

Good nor ni ng. Thank you very much for
allowing nme to address this panel. W welcone this. |
really don't have very much to say, because the FDA
presentation answered ny prayer. W agree with what
has been sai d.

| do want to point out, though, that the
MDR report, the one MR report that is on record, |
believe that there are many nore out there that have
not been reported, because generally if an epinephrine
occurrence takes place in a dentist's office, to ne it
seens an indication as though the dentist really
didn't do his job in taking down the problenatical

history of the patient, and that may frequently result
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i n an epi nephrine adverse event.

So, thank you very nmuch. | appreciate
this opportunity.

CHAI RVAN SUZWKI :  Ckay.

Does the Panel have any questions for M.
Vogel st ei n?

Thank you, M. Vogel stein.

Qur next open coment is by M. David
Watt on, Pascal Conpany.

MR WATTON: CGood norning. ["m the
President of Pascal Conpany, and | think you ve all
read the letter | wote earlier.

| guess ny issue is with this, is whether
all retraction materials will be covered by this or
only the cords. There are a nunber of other products
that are used, such as dentists will be famliar wth
Exposil, which has alumnum sulfate in it, and it is
used, basically, in the sane fashion as cords. But, |
see no real nention of that particular product in this
cl assification. So, that mght be sonmething that the
board wants to consi der

The other issues are the fact that there
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are really three different types of products when you
are tal king about retraction cord. You have the plain
cord, which is purely nechanical displacenent, you
have the ones that have henostatic qualities, like --

the other one drug item is alumnum sulfate that is

commonly used -- those products, as | say, wthin
Europe are still classified as Cass | devices, mainly
because their effect is not systemc at all, which is

physi cal displ acenent.

Then you have the epi nephrine cords, which
are systemc in the way they work. It would seem to
me that rather than treat them all as the sane, it
would make nore sense to nake a distinction between
the three types, rather than just say, oh, they are
t he sane. Qobviously, you are running nore of a risk
wi t h epi nephri ne.

But, the other thing I mght point out is,
most of the plain cords are wusually soaked by the
denti st in sonme nmaterial el sewhere, which is
uncontrol | ed. The dentist can nerely put it in
Henodent or any other such product, which is an

al um num chl ori de product, and they have no idea how
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much they are placing on the cord before they apply
it.

So, in a way, retraction cords that have a
specific nedicanent are safer than the uncontrolled
use of plain cords, so there are a nunber of issues I
think that need to be addressed with this, beyond just
|l ooking at retraction cords in isolation, all the
met hods of retraction should be probably reviewed for
classifications thereof.

Thank you.

CHAI RVAN SUZWKI :  Ckay, thank vyou, M.
WAt t on.

Does the Panel have any questions for M.
WAt t on?

Yes, Dr. O Brien?

DR O BRIEN Yes. The FDA has proposed
two classifications, the one the plain retraction
cords, not containing nedicanents, but then a second
one. But now, you are proposing three.

MR WATTON. Not really. | just -- as |
say, wthin Europe they classify all the ones wth

just plain henostatic materials as COass | as well.
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Whether then just having the two tier with plain
cords, and then all nedi canents.

So, all 1'm asking is really that one
needs to bear in mnd the distinctions thereof.

CHAI RVAN SUZUKI : Do you go along with the
proposed -- the FDA proposal for two, Types | and I1?

MR WATTON: Yes, | do.

CHAI RVAN SUZWKI : Al right.

Dr. Bakl and?

DR, BAKLAND: The first material that you
mentioned, |I'mnot personally famliar with, could you
describe that? | thought | heard you say there's a
material for retraction w thout cords?

MR WATTON. That is correct, Exposil is a
product that is, | guess, a clay-based nmnaterial.
There's sone other new materials that are out there as
well, that are for exactly the sanme purpose, but they
are not strictly speaking retraction cords, especially
by the definition thereof. And yet, that has not been
addressed in this classification.

DR BAKLAND: And, the nane again of that?

MR WATTON: Exposi | .
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DR RUNNER Just a coment that we are

classifying the pre-anendnents device, any of

newer types of cords would be found substant

t hese

ially

equivalent to the cord. So, you really don't have to

| ook at those new types of devices here, just the pre-
amendnent s devi ce, which was the cord.

CHAI RVAN SUZWKI : Thank you, Dr. Runner.

There's a question from a panelist, Dr.
Zuni ga?

DR ZUN GA: This is nore for ny
i nformati on. | don't wuse this material in ny
practi ces, but does the industry reqgulate, or
recoomend, | shouldn't say regulate, or provide
guidance for the nmaxinmum anount of i npregnated
materi al per patient?

MR WATTON: No, that has -- | nean, there
are contraindications on the literature, but it's been

somewhat self-policing all these years, as far as the

recommendat i on. Sone people don't even
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specifications -- witten specifications on the | abel

as to the quantity of material that is on the cord.

So, no, there has been no unified system

CHAl RVAN SUZWKI : Okay. O her questions?

Wul d you |ike to coment ?

Wll, at this point we do have an open

comment session regarding this classification, so
there are other nmenbers that would like to present
the audience please approach the mcrophone
identify yourself for the record.

So, I wll call on M. Vogelstein,

woul d |'i ke to comrent agai n.

i f

in

and

who

MR VOCELSTEIN 1'd like to help clarify

on t he newer I mpr essi on met hodol og

es.

Col t ene/ Whal edent has a device that is essentially an

i npression material. It is classified and has been
accepted as both an inpression nmaterial and a
retraction cord. So, it is an inpression nmaterial
that is extruded into the sulcus, and the nature of

the material nakes it expand and open up the sul cus,

and then very easy to renove it afterwards. That

anot her one of these newfangled ideas that are
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t here.

CHAIl RVAN SUZWKI:  Ckay, thank vyou, M.
Vogel st ei n.

QG her questions or coments from the
Panel ?

Any questions or comments from the
audi ence?

If not, 1'd like to ask if M. Shul man can
lead us into the classification forns.

M5. SHULMAN. Ckay.

Thank you again. | gave everyone two
forns, because we are going to go through this tw ce,
because this is what we call a split regulation, so we
are going to go first through the one, retraction cord
wi thout a drug, and then we'll go through, again, with
t he drug.

So, again thank you very much. |If you can
pl ease put your nane, the date, the generic type of
device, and the first one is the retraction cord
wi thout a drug. Ckay.

CHAI RVAN SUZUKI : Ckay, we can proceed then

wi t h nunber one.
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M5. SHULMAN: Question nunber one, is the
device life-sustaining or |ife-supporting?
CHAl RVAN SUZUKI : Ckay, I'll go around the

tabl e again, beginning with Dr. Cochran.
DR COCHRAN: No.
CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRI EN: No.
CHAl RVAN SUZWKI : Dr. Zero?
DR ZERO No.
CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: No.

CHAI RVAN SUZUKI : Qur consumer and industry

representatives.
Ms. Howe?
M5. HOAE: No.
CHAI RVAN SUZUKI : M. Schechter?
MR SCHECHTER No.
CHAI RVAN SUZUKI : Consul t ant s.
Dr. Bakl and?
DR BAKLAND: No.
CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKO No.
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Ckay.

M5. SHULMAN: Thank you.

Question nunber two,

which is of substantial i
i npai rment of human heal t h?

CHAlI RVAN SUZUWKI :

is the device for use

nportance in preventing

Ckay, goi ng around agai n.

r eps.

(202) 234-4433

Dr. Cochran?
DR COCHRAN: No.
CHAl RMAN SUZUKI: Dr. O Brien?

DR O BRI EN: No.

CHAl RVAN SUZWKI @ Dr. Zero?
DR ZERO No.

CHAl RVAN SUZWKI : Dr. Zuni ga?
DR ZUNI GA: No.

CHAI RVAN  SUZWKI @ Consuner

Ms. Howe?

M5. HONE: No.
CHAlI RVAN SUZUKI :
MR SCHECHTER No.
CHAlI RVAN SUZUWKI :

Consul t ant s.

Dr. Bakl and?
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DR BAKLAND: No.

CHAl RVAN SUZWKI : Dr. Denko?

DR. DEMKO No.

CHAI RVAN SUZWKI :  Ckay.

M5. SHULMAN: Thank you.

Nunber three, does the device present a
unreasonabl e risk of illness or injury?

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN: No.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO No.

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: No.

CHAl RVAN SUZWKI @ Ms. Howe?

M5. HOAE: No.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER No.

CHAI RVAN SUZUKI : Dr. Bakl and?

DR BAKLAND: No.

CHAI RVAN SUZUKI : Dr. Denko?
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DR. DEMKO No.

M5. SHULMAN. Ckay.

Nunber four, did you answer yes to any of
t he above three questions? The answer is no.

we' || go to nunber five, Is there
sufficient information to determne that general
controls are sufficient to provide r easonabl e
assurance of safety and effectiveness?

CHAI RVAN SUZWKI :  Ckay.

Dr. Cochran?

DR COCHRAN: Yes.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRIEN Yes.

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO Yes.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Yes.

CHAI RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HONE: Yes.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER: Yes.
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CHAI RVAN SUZUKI : Consul t ant s.
Dr. Bakl and?

DR BAKLAND: Yes.

CHAl RVAN SUZWKI : Dr. Denko
DR DEMKO Yes.

M5. SHULMAN: Thank you.

89

Ckay, we have classified the device into
Class |I. So, we may skip questions six, seven, eight,
ni ne and ten.

Question 11, the needed restrictions, the

first one, the prescription statenent, only upon the

witten or oral authorization of a practitioner

licensed by law to adm nister the use of the device,

and then the other two are added on or any ot her,

use

only by persons with specific training or experience

inits use, and use only in certain facilities.
IS a prescription device.

CHAI RVAN SUZWKI :  Ckay.

Dr. Cochran?

DR COCHRAN:. The first box.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN: First box.
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CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO | would say the first two boxes.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: First box.

CHAI RVAN SUZUKI : Representati ves.

Ms. Howe?

M5. HONE: First two boxes.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER The first box.

CHAI RVAN SUZUKI : Dr. Bakl and?

DR BAKLAND: May | ask a quick question
before I answer? The second box, does that inply that
a dentist may direct, say, an assistant to performthe
pr ocedure?

CHAI RVAN SUZUKI: Dr. Betz should probably
answer that question.

DR BETZ: There is a potential for abuse
of this particul ar devi ce by non-1|icensed
practitioners.

Can you repeat the question one nore tine?

DR BAKLAND: The question was whether the

second box would inply that a dentist may instruct a
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dental assistant to perform the procedure with the
cord.

DR BETZ: No, no, we are not recomendi ng
t hat .

DR BAKLAND: in that case, the first box.

CHAI RVAN SUZWKI :  Ckay.

V. SHUL VAN: Thank you, j ust for
clarification, these boxes add on top of each other,
so the first one is prescription statenent, and then
t he second one would be in addition to that.

CHAI RVAN SUZWUKI:  So, just for further
clarification, if the first box is checked, the
prescription actually has to be witten to the
patient's chart before using this product?

M5. SHULMAN: W woul d not get into that as
the FDA, that would be in the practice of nedicine how
you woul d deal with that.

CHAl RVAN SUZUKI : Dr. Runner?

DR. RUNNER: It's, basi cal |y, a
prescription device, neaning that the patient is not
going to go out and buy their own retraction cord over

the counter. They could get it from their dentist,
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which is pretty reasonabl e. Most people aren't going
to buy it for thensel ves.

And, in terns of the tw itens, the
training neans sonetines in high-risk devices you need
specific training to use a device that you would
r econmend.

W don't really have any say about what a
dentist can do wth their own assistants. That's the
practice of dentistry or nedicine in a particular
state.

So, yes, a dentist could say to their
assistant, use this, but that's not what we regul ate.

VW regulate what the manufacturer can say about the
devi ce.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO Just as further clarification so
| can uncheck or preserve ny check, so if | check the
second box that would inply that there would have to
be specific described training for the use of this?

DR RUNNER: That's usually what it
i npli es. | think that's wusually for Cass Il type

devices, where we are recommending that a particular
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practitioner have specific training in use of devices,

like a TM) inplant. But, | don't --

DR ZERO So, this would be beyond dental

school training then

DR RUNNER | believe so, yes.

DR ZERO Gkay, so | w Il uncheck ny box.

CHAI RVAN SUZUKI @ Uncheck.

DR ZERO Yes.

CHAI RVAN SUZWKI :  Ckay.

And, the last consultant, Dr. Denko?
DR DEMKO First box.

CHAI RVAN SUZUKI @ Ckay.

M5. SHULMAN: Thank you, we'll nove on to

t he suppl enental data sheet.

Ckay again, the generic type of device,

pl ease place your nane on the sheet, the Advisory

Panel, and then question three, is the device an

i npl ant? No.

CHAI RVAN SUZWKI : And, J ust

for

clarification, the generic type of device should be

Retraction Cord (w thout drug), is that correct?

M5. SHULMAN: Yes, thank you.
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Ckay, | was just pulling up the indication
for use, question four, the indications for use in the
device labeling, and it is the first one on this
overhead. You can say on your sheet, as presented in
the Panel neeting, or you can nmake any comments now
that you would like to see to the indication for use
as presented.

CHAl RVAN SUZWKI :  Any comments, questions?

| think we'll just take a vote at the end of the
form if that's okay with everybody on the Panel.

M5. SHULMAN: Thank you.

Nunber five, the identification of any
risks to health presented by the device, and we have
put this overhead up so you can make any comments or
add to it, and if there are no comments we can nove on
to the next question.

CHAI RVAN SUZWKI: Wuld this slide also
i ncl ude drug conponents, and what we are voting on is
wi t hout drug?

M5. SHULMAN: Correct, thank you, this one
does ignore anything that has to do with the drug.

Ckay, if there are no comments we'll nove
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on to question siXx, the recommended Advisory
classification there would be COass |I. The priority
only applies to Aass Il or Cass Ill devices, so we

don't have to go through that.

Nunber seven we may skip because it is not
an inplant or life-supporting or |ife-sustaining.

Question eight, summary of information
including clinical experience or judgnment upon which
the classification reconmendation is based, you may
say it was presented in the Panel neeting or you may
add anything else at this tinme you wi sh to.

Ckay, if there's no further coments on
that, question nine, the identification of any needed
restriction, any addi ti onal one besi des t he
prescription use |abeling.

If there are no questions there, we'll go
to nunber ten, if the device is recommended for d ass
| recomend whether FDA should exenpt it from
registration listing, pre-market notification, records
and reports, good manufacturing practice. You can
choose any or all of the above or none of the above.

DR COCHRAN: What was t he FDA
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recommendation, it was exenpt, but --

M5. SHULMAN:  From pre-market notification,

CHAl RVAN SUZWKI :  Any ot her questions from
Panel nenbers?

DR COCHRAN. Could Dr. Betz maybe conmment
on A, Cor D also?

DR BETZ: This particular product is in
contact with tissues that absorb materials into the
bl oodstream quite readily, and, therefore, we would,
hopefully, want to have a fairly close handle on it.
So, | would believe that registration, and listing,
and records and reports would be inportant for this
particul ar product.

Did that answer your question, along wth
GWPs.

CHAI RVAN SUZUKI: On this side of the table
first, Dr. Bakland?

DR BAKLAND: Yes, if we are tal king about
the cord w thout any inpregnation, would your conments
still apply?

DR BETZ: Yes, yes, because the cord may

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

97

have sonething in it other than a nedication, sizing
like that which would cone in a brand new shirt from
the store, sonething to keep the fibers from
separ ati ng. There are any one of a host of things
that are possible.

CHAI RVAN SUZWKI :  Ckay.

Dr. Zero?

DR ZERO Yes. Along those lines, the
fact that the plain cord is typically wused 1in
conbi nation with other nedicanments, is that of concern
her e?

DR BETZ: Again, we were regulating
sonething that was pre-existing pretty much in °76.
O her products, |ike Henodent, are separate fromthis,
and as such we wouldn't regular themas such with this
particul ar classification.

CHAI RVAN SUZWKI :  Ckay.

Dr. OBrien?

DR OBRIEN If the product is exenpt from
pre-market notification, but needs to be registered
and records have to be kept, how does the manufacturer

do this with the FDA?
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DR BETZ Wll, there are forns for
registering a listing.

DR O BRIEN Separate fornms then?

DR BETZ: The conpany needs to keep a
master device file for everything that's there, that
will enable them to find out whether it trips the
exenption or not, and if they don't have the naster
file they won't know whether it does or not.

DR O BRIEN: Wen does the registration
need to take place, upon marketing?

DR BETZ: Before narketing.

DR O BRIEN Before marketing.

CHAI RVAN SUZUKI: Wth regard to good
manuf acturing practice, is there a quality control
issue with respect to other manufacturing of these
cords? Has that ever been a question before?

DR BETZ: Not -- I'm not aware of any
particul ar stuff. Qovi ously, we want decent quality
cords, and that which hasn't been dragged through the
ground, the dirt. So, there are certain quality
i ssues that do apply.

CHAl RMAN SUZWKI: So, that's never been
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rai sed as a question before?

DR BETZ: No.

CHAI RVAN SUZWKI :  Ckay.
DR BETZ: Thank God.
CHAI RVAN SUZWKI :  Ckay.
Dr. Zero?

DR ZERO Are there any |SO guidelines for

t hese products?

DR BETZ: Only the ones we nentioned, the

10993, the bioconpatibility, which would take care of

the materi al

Itself.
DR ZERO But, not any of the--

DR BETZ: OCh, and 7405 is the dental

corollary to that, yes. No other statenments that |I'm

awar e of, no.

guesti ons?

CHAl RVAN SUZWKI : Ckay, any other conments,

DR O BRIEN. One nore question.
CHAI RVAN SUZUKI @ Ckay.
Dr. OBrien?

DR O BRIEN. Do you know if the American

Dental Association has any standards or certification

(202) 234-4433
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procedures relating to these products?

DR BETZ: | would believe they have sone
kind of a -- they do not? |'ve been told, no, they do
not .

CHAI RVAN SUZWKI :  Ckay.

Ms. Shul man?

M5. SHULMAN. So, in addition to B, pre-
mar ket notification, was there anything else that you
felt that it should be exenpt fronf

kay, so that would be B, pre-nmarket
notification.

Nunber 11 we may skip because that only
has to do with dass |l devices.

Nunmber 12, if you know of any other ones
besi des the ones nentioned, existing standards, then
you can list themat this point.

Ckay, if there are none of those, we can
vote on both sheets as conbined, as a Oass |, exenpt
device, frompre-nmarket notification.

CHAI RVAN SUZWKI :  Ckay. So, I'd like to
ask if you are in favor or opposed to the device,

beginning first with Dr. Cochran.
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DR COCHRAN: Approve.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN: Approve.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO Approve.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Approve.

CHAl RVAN SUZWKI : Representati ves.

Ms. Howe?

M5, HOAE: Approve.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER Approve.

CHAI RVAN SUZUKI ;@ Consul t ant s.

Dr. Bakl and?

DR BAKLAND: Approve.

CHAl RVAN SUZWKI : Dr. Denko

DR DEMKQO Approve.

CHAI RVAN SUZUKI @ It's unaninmous in favor.

M5. SHULMAN: Thank you.

Now we are going to go on to the sheets
again and do the retraction cord wi th drug.

So again, please fill out your nanme on the
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top, the date, the generic type of device, and we'll

begin with question one again, is the device

sustaining or |ife-supporting?

(202) 234-4433

CHAI RVAN SUZUKI : Dr. Cochran?
DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRI EN: No.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO No.

CHAI RVAN SUZWKI : Dr. Zuni ga?
DR ZUNI GA: No.

CHAl RVAN SUZWKI : Representati ves.
Ms. Howe?

M5. HOAE: No.

CHAI RVAN SUZUKI : M. Schechter?
MR SCHECHTER No.

CHAI RVAN SUZUKI : Dr. Bakl and?
DR BAKLAND: No.

CHAl RVAN SUZWKI : Dr. Denko?

DR. DEMKQO No.

M5. SHULMAN: Ckay, thank you.

l'ife-

Question two, is the device for use which
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(202) 234-4433

CHAI RVAN SUZUKI : Dr. Cochran?
DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRI EN: No.

CHAl RVAN SUZWKI @ Dr. Zero?
DR ZERO No.

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: No.

103

i nportance in preventing inpairmnent

CHAI RVAN SUZWKI : Representati ves.

M. Howe?

M5. HONE: No.

CHAl RMAN SUZUKI : M. Schechter?

MR SCHECHTER No.

CHAI RVAN SUZUKI : Dr. Bakl and?
DR BAKLAND: No.

CHAl RVAN SUZWKI : Dr. Denko?
DR. DEMKQO No.

M5. SHULMAN: Thank you.

Question three, does the device present a

unreasonabl e risk of illness or injury?
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CHAI RVAN SUZUKI : Dr. Cochran?
DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRIEN Yes.

CHAl RVAN SUZWKI : Dr. Zero?
DR ZERO Yes.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Yes.

CHAl RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HONE: No.

CHAl RMAN SUZUKI : M. Schechter?

MR SCHECHTER No.

CHAI RVAN SUZUKI : Dr. Bakl and?

DR BAKLAND: No.

CHAI RVAN SUZUKI : Dr. Denko?

DR DEMKO Yes.

104

CHAl RVAN SUZWKI: Ckay, it's a yes vote,

M5. SHULMAN: Thank you.
Question four, did you answer

of the above three questions? That answer
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will go to nunber six.

I's t here suf ficient i nformation to
establish special controls in addition to the general
controls to provide reasonabl e assurance of safety and
effecti veness?

CHAl RVAN SUZWKI : Dr. Cochran?

DR COCHRAN: Yes.

CHAl RVAN SUZWKI: Dr. O Brien?

DR. O BRI EN: No.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERG | think | mght need a
clarification. So, if it's requiring special controls
this would be --

M5. SHULMAN. d ass I1.

DR ZERO dass I1I.

Yes.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: Yes.

CHAI RVAN SUZUKI : Representati ves.

Ms. Howe?

M5. HOAE: Yes.

CHAI RVAN SUZUKI : M. Schecht er?
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Repr esent ati ves.

MR SCHECHTER Yes.

CHAl RVAN SUZWKI : Dr. Bakl and?

DR BAKLAND: Yes.

CHAI RVAN SUZWKI : Dr. Denko?

DR, DEMKO Yes.

CHAl RVAN SUZUKI @ Yes vote 3: 1.

M5. SHULMAN: Thank you.

Question seven, if there is sufficient
information to establish special controls to provide
t he reasonabl e assurance of safety and effectiveness,
pl ease identify below the special controls needed to
provi de such assurance.

There was a guidance docunent presented,
and then the additional ones, perfornmance standards,
tracki ng gui delines or anything el se.

CHAI RVAN SUZKI : And, t he FDA
recommendat i on?

M5. SHULMAN: Cui dance docunent.

CHAI RVAN SUZUKI : WAas gui dance docunent .

Ckay.

Dr. Cochran?
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ski p because t hat

(202) 234-4433

DR COCHRAN:. Qui dance docunent.
CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN:. Qui dance docunent.
CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO (i dance docunent.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Cui dance docunent.
CHAl RVAN SUZWKI : Representati ves.
Ms. Howe?

MB. HOWNE: @ui dance docunent.

CHAI RVAN SUZUKI : M. Schechter?
MR SCHECHTER Cui dance docunent.
CHAI RVAN SUZUKI ;@ Consul t ant s.

Dr. Bakl and?

DR BAKLAND: ui dance docunent.
CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKO Cui dance docunent.

CHAI RVAN SUZWKI : Ckay, unani nous,

M5. SHULMAN: Thank you.
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gui dance

Questions eight, and nine, and ten we may
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or Gass Il devices.

So, again, we go to question 11, the
prescription use statenment, and it is a prescription
device, but is there any other additional restrictions
that you feel are needed for this device?

CHAIl RVAN SUZUKI : So, you are recomendi ng
upon the witten or oral authorization?

M5. SHULMAN: Correct.

CHAl RVAN SUZWKI : O the practitioner.

M5. SHULMAN: Yes.

CHAl RVAN SUZWKI : Dr. Cochran?

DR COCHRAN: First box.

CHAl RVAN SUZWKI: Dr. O Brien?

DR OBREN First box, but | have a
guesti on.

Does this include warnings, in terns of
ot her ? Wuld that go wunder the first box plus
war ni ngs?

M5. SHULMAN: No, warnings would go into
the | abeling section of the guidance docunent.

DR OBRIEN That's not included here.

MS. SHULMAN: R ght.
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DR O BRIEN Ckay, first box.
CHAI RVAN SUZWKI @ Ckay.

Dr. Zero?

DR ZERO First box.

CHAI RVAN SUZWKI : Dr. Zuni ga?
DR ZUNI GA: First box.

CHAl RVAN SUZWKI : Representati ves.
Ms. Howe?

M5. HOWNE: First box.

CHAI RVAN SUZUKI : M. Schechter?
MR SCHECHTER First box.

CHAI RVAN SUZUKI : Consul t ant s.
Dr. Bakl and?

DR BAKLAND: First box.

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKGO First box.

109

CHAl RVAN SUZWKI : Unani nous, first box,

witten or oral authorization.

(202) 234-4433

M5. SHULMAN: Ckay, thank you.
W can nove on to the second sheet.

Again question three, is it an
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Four, the indications for use. The second
one shown, the retraction cords with a drug conponent
are indicated for retraction of tissues and plates
where tissues are bleeding and there are no nedical
contrai ndi cati ons.

If you agree with that you can say as
presented, or you may add any other comrents you want
at this tine.

Ckay, there seemto be no comments.

CHAI RVAN SUZUKI:  No comments from the
Panel ?

Ckay, we can conti nue.

VB. SHUL VAN: Nunber five, t he
identifications to the risks to health. Agai n, they
are up on the overhead. If there's any additions you
can add them at this tinme, if not you can say as
presented during the Panel neeting.

No additional comments, we can go on to
guestion six, the classification is Gass Il. Again,
the priority high, medium or low, how fast would you
like us to work on the proposed and final regulation

for this.
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CHAl RVAN SUZUKI @ Ckay, 1'Ill poll the Panel

Dr. Cochran?

DR COCHRAN: Low.

CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRIEN. Medi um

CHAl RVAN SUZWKI @ Dr. Zero?
DR ZERO Medi um

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: Medi um

CHAI RVAN SUZWKI : Representati ves.

M. Howe?

V. HOWE: H gh, and |

previ ous coments.

(202) 234-4433

CHAI RVAN SUZWKI @ Ckay.

M. Schechter?

MR SCHECHTER Low.

CHAI RVAN SUZUKI : Dr. Bakl and?
DR BAKLAND: Low.

CHAl RVAN SUZWKI : Dr. Denko?
DR DEMKQO Low.

CHAI RVAN SWZWKI: It's 3:1
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medi um

M5. SHULMAN: Thank you.

Question seven we may skip because it's
not an inplant or life-sustaining or |ife-supporting.

Nunber eight, the summary of information
upon which the classification reconmendation is based,
you rmay say as presented in the Panel neeting or you
can add anything el se you wwsh to at this tine.

No comments, then we'll go to question
nine, identification of any needed restriction on the
device, special |abeling. W already have the
prescription use, anything you wanted to add?

DR OBREN In terns of |abeling, there
could be an interaction between the presence of
epi nephrine and |ocal anesthetic with the use of a
cord that had a high level of epinephrine in it. So
the warning mght include some warning about an
interaction between the anesthetic and the retraction
cord.

CHAI RVAN SUZUKI : That was Dr. O Brien that
j ust spoke.

M5. SHULMAN: Thank you.
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DR ZUNI GA: Jon?

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNIGA: One nore consideration may be
wanting to add a restriction, and that 1is, sone
indication of the nmaxinmum anmount of cord per
i ndi vi dual .

M5. SHULMAN. That is fine, thank you.

CHAl RVAN SUZUKI : As neasured by length of
cord or nunber of teeth involved, or both?

DR ZUNIGA: That's not ny decision. I
said per person, but that could include children, so |
don't know.

CHAIl RVAN SUZWKI :  Ckay. W'l make that
not e.

M5. SHULMAN: Thank you.

W'll nove on to the second page, question
ten we may skip

Question 11, is the device is recomended
for Gass Il, recomend whether FDA should exenpt it
from pre-market notification.

CHAIl RVAN SUZWKI : Ckay, 1'll ask the Panel

menbers on this issue, question nunber 11.
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Dr. Cochran?

DR COCHRAN: Not exenpt.

CHAI RVAN SUZUKI : Dr. O Brien?
DR. O BRIEN. Not exenpt.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO Not exenpt.

CHAI RVAN SUZWKI : Dr. Zuni ga?
DR ZUNI GA: Not exenpt.

CHAl RVAN SUZWKI : Representati ves.
Ms. Howe?

M5. HOAE: Not exenpt.

CHAI RVAN SUZUKI : M. Schechter?
MR SCHECHTER Not exenpt.

CHAI RVAN SUZUKI : Consul t ant s.
Dr. Bakl and?

DR BAKLAND: Not exenpt.

CHAl RVAN SUZWKI : Dr. Denko?

DR. DEMKO Not exenpt.

CHAl RVAN SUZWKI: Ckay, unani nous, not

M5. SHULMAN: Thank you, not exenpt.

Question 12, any other existing standards
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t hat you know of.

CHAl RVAN SUZWKI : Ckay, any questions from
Panel nenbers?

None.

M5. SHULMAN: Ckay, thank you.

At this time, we'll vote on the forns,
both fornms, as conpleted as a dass |l device,
requiring pre-market notification, subject to the
gui dance docunent.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN: No.

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO No.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: No.

CHAI RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HOAE: No.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER No.
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CHAI RVAN SUZUKI : Dr. Bakl and?
DR BAKLAND: No.

CHAl RVAN SUZWKI : Dr. Denko?
DR. DEMKQO No.

CHAl RVAN SUZWKI: Ckay, we'll vote on the

entire suppl emental data sheets.

(202) 234-4433

Dr. Cochran?

DR COCHRAN: Approve.

CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRI EN: Approve.

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO Approve.

CHAl RVAN SUZWKI : Dr. Zuni ga?
DR ZUN GA: Approve.

CHAI RVAN SUZWKI : Representati ves.
Ms. Howe?

M5. HOAE: Approve.

CHAI RVAN SUZUKI : M. Schechter?
MR SCHECHTER Approve.

CHAI RVAN SUZUKI : Dr. Bakl and?
DR BAKLAND: Approve.

CHAI RVAN SUZUKI : Dr. Denko?
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DR DEMKQO Approve.
CHAI RVAN SUZWKI : Ckay, it's unaninous.
M5. SHULMAN: Thank you very much.

CHAl RMAN SUZUKI: At this time | wll cal

for adjournnent for lunch. W have an hour and 15

m nut es for

11: 34 a.m,

(202) 234-4433

[ unch.
Thank you. We'll come back at 1:00.
(Whereupon, the neeting was recessed at

to reconvene at 1:00 p.m, this sane day.)
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AF-T-EERNOON SESSI-ON
1:02 p. m

CHAI RVAN SUZUKI: And, I'd like to wel cone
Dr. Salonmon Amar, who has joined our Panel for this
af t er noon.

Ckay, next on our agenda is FDAs
presentation of the proposed classification of oral
wound dressing, and is Ms. Angel a Bl ackwel | present?

Ckay, Ms. Bl ackwel | ?

M5. BLACKWELL: Hello, ny nane is Angela
Bl ackwel |, and I'"'m speaking today about t he
classification of oral wound dressings.

The sections of ny presentation are
description of oral wound dressings, the regulatory
history, the adverse event reports from the Medical
Devi ce Reporting database, the risks to health that
we've identified, and their mtigations, and our
proposed cl assification.

Oral wound dressings are intended as a
physical barrier for tenporary protection of oral

nmucosal tissue and to provide pain relief.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

119

For prescription use, they are used after
periodontal surgery or radiation therapy. For over-
t he-counter use, they are for relief fromirritation
of oral appliances, aphthous wulcers or other oral
wounds.

Oral wound dressings may contain a drug or
biologic, but the primary node of action is provided
by the physical barrier property of the device
conponent .

Pre-anendnent devices that were used in
the practice of dentistry before 1976 include the
original Orabase, Orabase with Kenal og, and Coe Pak.

Fifteen 510(k)s have been cl eared for oral
wound dressi ngs. H storically, these devices have
been regulated wunder different «classifications or
remain uncl assified. One was cleared as a dental
cenent or as periodontal wound dressings, and ten as
uncl assi fied hydrogel wound dressings containing drugs
or bi ol ogi cs.

The objective today is to classify these
into one classification for oral wound dressings.

The database contains ten adverse event
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reports. Nine are reports of allergic reactions to a
periodontal wound dressing, and there's one report of
adhering nucosal tissue to a tooth.

The risks we have identified are adverse
tissue reaction to the device or the drug conponent.
That includes the potential of accidental ingestion,
and inproper use, particularly, the problem of
adhesi on of tissues.

Proposed mtigations are bioconpatibility
testing, labeling, a drug review by CDER, preclinica
testing, and | abeling.

FDA' s pr oposal 'S t he fol | ow ng.
Identification, oral wound dressings are devices
intended as a physical barri er for tenporary
protection of oral nucosal tissue and to provide pain
relief.

Qur recomendation is dass Il  wth
special controls. The special control for this device
woul d be the guidance docunent, Cdass Il Specia
Control s Guidance docunent, Oral Wund Dressings.

Thank you.

Are there any questions?
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CHAl RVAN SUZWKI @ Ckay. Does the Panel
have any questions for M. Blackwell?

Dr. OBrien?

DR OBRIEN Yes. You nentioned one type
was the ten hydrogels, do you know, specifically, what
type of hydrogel that was?

M5. BLACKWELL: There's nore than one type
that's on the market. Most of them contain sonething
Ii ke aloe vera or sonething, that's the drug conponent
that's in them It's a very mninmal anount, in sone
cases it's a below therapeutic dose, but then there's
other ones that contain an active ingredient |I|ike
benzocai ne or Kenal og.

DR O BRIEN Wuat would be the hydrogel
matrix then? Wuld they be altunates, or sone others?

M5. BLACKWELL: Well, they could be any of
those things. Some of the things we've seen are |ike
car boxynet hyl cel | ul ose. There's various different
ones on the market. Sone of them are -- sone of them
|l ook like kind of a dry product that you place, and
then the noisture fromyour nmouth turns it into a gel

and others are a powder in a bottle that you pour the
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water in up to the neasurenment that's shown on the
bottle and you shake it up. So, you drink it and
swish it around. Those are -- nost of the sw shing
ones | think are for patients who have nore than one
sore, you know, so where you want to put it in various
pl aces at the sane tine, wthout having to, you know,
try to get in your nouth and touch every sore.

Sone patients with braces, for instance,
or the prescription products are that way.

DR O BRIEN. Thank you

CHAI RVAN SUZWKI :  Ckay.

Ms. Howe?

M5. HOMNE: You had nentioned that there are
over-the-counter and prescription forns. Do they
differ in any way, any conponents that are different?

M5. BLACKWELL: As far as the ingredients,
no. There are sonme that are specifically for patients
who have had radiation therapy, or periodonta
surgery, you know, for sone other types. There's one
that -- sone types are used after periodontal surgery
over the patient's stitches, and those are used by the

clinician, and then the ones that are used after sone
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types of radiation treatnent or sonme other -- even
ot her types of treatnment that would cause sores in the
patient's nouth, mnmany of those products that are
| abel ed specifically for that, they are used nore
frequently, and they are kind of -- it's kind of an as
needed as opposed to the over-the-counter which say,
you know, don't use nore than, you know, four tinmes a
day or six tinmes a day, and that's because those
patients who have those type of diseases or synptons
they are under a doctor's care. And so, that's who
it's meant for. You know, it may be simlar to an
over-the-counter product, sonetinmes there's even the
sane ingredients, but the labeling is different.

CHAI RVAN SUZWKI @ Ckay.

Dr. Amar?

DR AVAR Good afternoon.

Could you -- you nentioned sonme adverse
event report on this.

MS. BLACKWELL: Yes.

DR AMAR And, sone of them were allergic
reacti ons.

M5. BLACKWELL: Yes.
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DR AVAR Do you know if there were
systemc or |ocalized allergic reaction?

M5. BLACKWELL: Sone of bot h.

DR AVAR Excuse ne?

M5. BLACKWELL: Sone of bot h.

DR AMAR And, was there any trend as to
how would they devel op? Is it quincodena, for
exanpl e?

M5. BLACKWELL: Yes, they were all from
periodontal wound dressings, so it was cases where the
pati ent had had periodontal surgery, and the clinician
put the dressing on and the patient had a reaction.
In many cases, swelling, redness, your normal allergic
reactions, and | believe there were sone patients that
it progressed to a systemc effect.

Many of the reports were actually filed, I
believe, from one practice. You know, basically, we
got a report saying we've had -- you know, ny practice
has had, you know, a bunch of these happen over the
years, so, basically, | guess he realized he had kind
of a critical mass of them so he reported them

|'m sure there's a lot nore out there,
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because if this one office has all these patients with
al l ergies, I"'m sure there's a lot that aren't
reported.

CHAI RVAN SUZWKI :  Ckay.

Dr. Zuni ga?

DR ZUNNGA: M question was, basically,
the same, but were there any of the swish Oabase or
any of those products that had allergic reaction, or
were they pretty much confined to the product of --

M5. BLACKWELL: The only allergic reactions
were for periodontal wound dressings.

DR ZUNI GA: Only, okay.

M5. BLACKWELL: But, there's no way to tell
if that's the case on the nmarket. I mean, we get so
few reports.

CHAI RVAN SUZUKI @ Ckay.

Dr. Denko?
DR DEMKQO Just a sinple question. | know
that Orabase is over the counter, is Kenalog and

O abase also OIC? | thought that was prescription.
IVB. BLACKWELL: I believe that's a

prescription.
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DR DEMKO Ckay.

CHAI RVAN SUZUKI @ Ckay.

O her guesti ons? Comments to M.
Bl ackwel | ?

Yes, Dr. O Brien?

DR O BRIEN One other question. Does
this overlap, like, for exanple, Oabase with patients

who are treating nouth ulcers, such as could rise from
Herpes infections or that type of thing?

M5. BLACKWELL: Yes, it could. This is for
any type of oral wound. So, basically, the products
are the sane, they just provide a barrier to cover the
sore. Sonme contain drugs, you know, |ike the O abase
with Kenalog, and | believe there's sone other ones
that have been out there for a while that contain drug
products.

CHAl RVAN SUZUKI : Yes, there's a series of
Xylactin products that also contain different chem ca
conponents, too, SO are we grouping these together or
are we splitting then?

V. BLACKWELL.: They are all gr ouped

t oget her.
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CHAI RVAN SUZUKI : Wth or w thout drugs?

M5. BLACKWELL: Yes, because we couldn't
split them up by -- basically, nost of them have
drugs, even the ones that don't have sonething like
benzocai ne or Kenalog in them nost of the gels have a
drug in them that helps form the gel. So, they were
grouped, you know -- they were in an unclassified
grouping called hydrogels wth drug or biologic,
because it had a small anount of sonething in there
It wasn't added, it was just a conponent of the gel.

CHAI RVAN SUZUKI: So, we're proposing a
group classification and whether or not these products

contain steroids or not they would still be
consi dered t he sane.

M5. BLACKWELL: Yes, because the device
portion would be, basically, the sane. Whet her we
need a consult from Drugs or not would depend on what
else is in there, other than the device. But, the
ones that contain drugs, basically, everything else is
exactly the sane as those w thout drug.

CHAI RVAN SUZWKI :  Ckay.

Any ot her questions?

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

128

If not, Ms. Shul man?

W now have an open comment session from
the public concerning the proposed classification of
wound healing dressings, and 1'd like to ask if
there's anyone in attendance who would like to present
and address the Panel. And, if there is, please
approach the m crophone and identify yourself.

Yes, sir?

MR YOST: My nanme is Kevin Yost. I work
for Sunstar Butler, and we have a product that may,
perhaps, fit into this category now, and ny question
goes to | think that |ast statenent, where you were
tal king about does it have drugs or does it not. It
would seem to ne that just |Iike the previous
di scussion, where you were |looking at the retraction
cords, if there are no drugs involved it seens |likes a
totally different category than sonething that does
have any kind of netabolic effect on what's going on
in the nmouth. And, | would question whether a product
that is purely nechanical should really be held to the
sane criteria as one that has a netabolic effect.

And so, | would ask that you consider,
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per haps, there should be two categories.

CHAl RVAN SUZWKI :  Ckay. Do any Panel
menbers have questions for M. Yost?

Thank you.

Ckay, anyone el se fromthe audi ence?

Any questions and discussion on that
i ssue?

DR BAKLAND: A question

CHAlI RVAN SUZWKI : Yes, Dr. Bakl and
speaki ng.

DR BAKLAND: Yeah, for clarification, you
know, between the incorporation of a drug into a
device or not, did | understand earlier that if a drug
is incorporated into a device there has to be sone
statement relative to the purpose of that drug, in
order to then nmake it a drug classification rather
than just part of the device?

M5. BLACKWELL: For nost of these products,
the drug has its own indication, because the drug
product would have to be marketed for this type of
i ndi cation, you know, through the Center for Drugs.

So, in the labeling for conbination
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products, you have an indication for the conbined
product, and if the drug is cleared for market, you
know, in sonme other form or in the sanme form it has
a specific indication.

For instance, if you had a product that
had, say, benzocaine in it, benzocaine is an
anesthetic, so it has an indication as an anesthetic,
but that's not the indication for the wound dressing.
The wound dressing is the sane indication that you
saw, the physical barrier property.

So, there's a di fference in t he
indications, and so on the labeling both are present
t here.

DR BAKLAND: So, based on that explanation

t hen, whether or not the device has drugs in it, such

as the wound dressing, it still would nake sense then
to put themall in the sanme category?
M5. BLACKWELL: Yes, | believe so. The

review for the device conponent is done the sane.
It's just that if it has a therapeutic |level of a drug
we have to have additional input from the Center for

Drugs, and the device, the conbination product
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| abeling nustn't conflict with the labeling for the
mar ket ed drug product.

CHAI RVAN SUZWKI : Q her quest i ons,
comment s?

Ckay, Ms. Shul man?

IVB. SHUL MAN: Just as a mtter of
clarification first, you all may vote to separate it
and nmake it a split classification if you want. So, if

you want to discuss that first before we go through,

and then decide to do it all at once, or split
classification, |like the |ast one.

CHAI RVAN SUZUKI @ Ckay.

t he

Let's open the discussion on that issue

then, if anyone would like to coment fromthe Panel ?

DR DEMKO Dr. Denko. | would have
guesti on. In all of these adverse reactions
periodontal dressings, were there all nedicanents
there or was that just used as a physical barrier?

M5. BLACKWELL: The ones with the aller

reaction don't contain drug.

one
to

in

gic

CHAI RVAN SUZWKI : Ckay, any ot her coments?

Dr. OPBrien?
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DR OBREN Yes. | have a concern about
the ones that do not contain drugs that are sold over
the counter, where patients frequently use these for
self-medication for wulcers that they have in their
mouth, wusually wll wvary in origin, herpes, for
exanple, and they don't do any harm but they don't
really help as a very effective simlar nedications
with antiviral nedications. So that, if it is sold
over the counter, there should be a warning to the
patient that this will not speed up the recovery of
that ulcer of a viral nature, and they could get rapid
relief by seeing their dentist or physician for
appropri ate nedi cations that would, not only treat the
ul cers, but actually prevent themat early stages.

VS, BLACKWELL.: Vel |, t he | abel i ng,
basically, is for any type of nouth irritation. So
the patient is probably not going to know what it cane
fromin many cases, but the |abeling does say not to
use it nore than a certain nunber of days, and if it's
nore than, you know, | think nost of them say seven
days, if it persists for nore than seven days see your

doctor or dentist. So, it's not specifically |abeled
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for any particular type of ulcer, it's just,
basically, if you -- because it's |like a Band-A d,
that's the way they are labeled, it's simlar to |ike
an oral Band- A d.

DR OBRIEN: R ght, but you could help the
patient by warning them if they have recurrence of
these ulcers that they should see their dentist or
physi ci an, because the materials that don't have any
medication in them that there are very nmuch nore
effective medi cati ons with -- material s with
nmedi cations in themthat the dentist and the physician
can prescribe, even though they are told to see their
-- don't use them over a certain period of time, but
by that tine the ulcer fromthe viral herpes infection
woul d be gone probably anyway. So that, it would give
patients information that the non-nedi cated substances
have serious I|imts in terns of what infections
patients coul d have.

M5. BLACKWELL: But, how is the patient
going to know whether it applies to him he doesn't
know what caused his ulcer? So, if there's anything

t here about herpes, they won't know.
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DR OBREN |If they are repeated, not
only if they last nore than certain time, but if they
have a repeated occurrence of these type of |esions.

M5. BLACKWELL: Ckay, so you are saying --

DR O BRI EN: If they have repeated
occurrences they should get a diagnosis.

M5. BLACKWELL: -- okay.

DR O BRIEN. Rather than just using the
sanme usel ess type of material.

M5. BLACKWELL: So, in addition to saying
if it persists for nore than seven days see your
physici an, you think the |abeling should also say --

DR. O BRIEN. Repeated occurrence.

V5. BLACKWELL.: -- if you have repeated
occurrence of these type of nouth sores --

DR O BRI EN Yes.

V5. BLACKWELL.: -- to see your doctor or
denti st.

DR OBREN But, for nore effective
medi cation, in other words --

M5. BLACKWELL: Well, see the doctor or

dentist, and we don't -- we can't presune what the
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doctor or dentist would give the patient.

CHAIl RVAN SUZUKI : Stepping aside as chair,
I'd like to nmake a coment also. | see this --
personally, | see this classification of oral wound
dressings is really analogous to the retraction cord
nodel that we discussed this norning. I think a
product that has drugs in it, Ilike steroids for
control of inflammation or inmune reactions, or a pain
nmedi cation to control | ocalized pain, is quite
different froma wound dressing that has nothing in it
at all, to be nerely protective.

Wuld Dr. Runner |like to conment?

DR RUNNER | think maybe the word drug is
throwing you for a loop here. | think the major drug
we've seen is aloe vera. W are not talking about a
wide variety of drugs that are not cleared for a
specific oral wound indication.

If we were to see an oral wound dressing
that would cone in with an antibiotic or sonething
else, it would definitely not be sonmething that we are
going to be looking at, it would be sonething that

woul d be sent over the Drugs. It would be a new
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i ndication, et cetera.

W are talking about a set of hydrogels
that are nostly over the counter, with aloe vera in
non-t herapeutic doses as the drug. But, it is a drug.
So, we are not talking about -- even | think the
Orabase with Kenalog may have been pre-enactnent and
we never saw it, | think Drugs actually saw those
products.

So, | think you can be assured that if
there was a new entity placed in an oral wound
dressing that it would definitely go to Drugs.

CHAl RVAN SUZWKI: So, you are saying we
don't have to deliberate on that today, because that's
separate? It will be flagged separately?

DR RUNNER R ght, right.

| nean, if we were to see an oral wound
dressing that would cone in wth a new drug, let's
say, we would send the manufacturer a letter that
says, outstanding drug issue, and we'd send it over to
Drugs, because we wouldn't have any experience wth
t hat .

And, if it had a drug that was a known
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entity, we would also send it over to Drugs if it was

in a therapeutic dose, we would also send it over to

Drugs as a new delivery system for the drug. W are

not in the

busi ness of

t hese ki nds

the Devices Section is not in the

revi ewi ng drugs.

They are conbination products Dbecause

of dressings primarily act by their

barrier function, and that's their primary node of

action, not

conponent .

correctly,

the drug conponent, if there is a drug

CHAI RVAN SUZUKI @ Ckay.

Dr.

DR

Amar, did you have a question?

AVAR  Yes.

CHAI RVAN SUZUKI @ Ckay.

DR

AMAR  So, basically, if | wunderstand

there's no possibility of drug abuse or

excessive use by the public of this kind of dressing

that woul d be over the counter.

(202) 234-4433

DR
DR
DR
DR

RUNNER. Right. | nean --
AVMAR. Us as the gatekeeper --
RUNNER.  -- right, aloe --

AVAR  -- we'd like --
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DR RUNNER -- al oe and benzocai ne are the
two major drugs that we've seen, and those are already
over the counter. W also get drug consult.

We are not tal king about a wi de variety of
drugs in these dressings, and the drugs that are there
have been in less than therapeutic |evels.

CHAI RVAN SUZWKI : Ckay, any ot her comments?

DR RUNNER Does that answer the question?

CHAI RVAN SUZWKI :  Ckay.

| believe we still need a notion to vote
on whether or not to split this or whether or not we
shoul d keep it the way it is as presented.

Dr. Cochran?

DR COCHRAN: 1'll rmake the notion that we
keep it together.

CHAI RVAN SUZWKI : Ckay, is there a second?

DR AMAR | second the notion.

CHAI RVAN SUZUKI :  Ckay, discussion now?

Dr. Lin?

DR LIN | just want to comrent. I think
that you just nmentioned this norning that we di scussed

this retraction cord, the reason we split it up are
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two different indications, that is the reason we split
it. But, when we talk about wound dressing, that

indication isn't exactly the sanme, it's not the sane

i ndi cati on.

CHAl RVAN SUZWKI :  Furt her discussion?

| wll call the question then, all in
favor of -- would you like to repeat the notion, Dr.
Cochran?

DR COCHRAN. The notion is to keep all
t hese products as one category.

CHAI RVAN SUZWUKI: Al in favor of Kkeeping
the products in one category, just raise your right
hand or say aye.

(Ayes.)

CHAI RVAN SUZWKI :  Qpposed?

Ckay, it's wunaninous we keep it as one
classification.

kay, if Ms. Shulman can proceed with the
classification forns.

M5. SHULMAN: Thank you.

Ckay, again, if you can place your nane on

the top of the sheet, and the date, and the generic
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type of device.

Ckay, question one, is the device life-
sustaining or |ife-supporting?

CHAI RVAN SUZUKI: | will go in al phabetical
order. Dr. Cochran is off the hook since Dr. Amar is
now wi th us.

DR AMAR Sorry for being |ate.

CHAIRMAN SUZWKI: | will begin with Dr.
Sal onon Amar to question nunber one?

DR AMAR No.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN: No.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO No.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: No.

CHAI RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HOAE: No.

CHAl RMAN SUZUKI : M. Schechter?
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MR SCHECHTER No.

CHAI RVAN SUZWKI

Dr. Bakl and?

DR BAKLAND: No.

CHAI RVAN SUZWKI

DR DEMKO No.

CHAI RVAN SUZWKI

Consul t ant s.

Dr.

Denko?

Unani nous no.

M5. SHULMAN: Thank you.

Question two,

which is of substantial

i npai rment of human heal t h?
CHAI RVAN SUZWKI
Dr. Anmar?
DR AMAR No.
CHAl RVAN SUZWKI
DR COCHRAN: No.
CHAl RVAN SUZWKI
DR O BRI EN: No.
CHAI RVAN SUZWKI
DR ZERO No.
CHAI RVAN SUZWKI

DR ZUN GA: No.

NEAL R. GROSS

i's

the device

i nportance in

Ckay.

Dr.

Dr.

Dr.

Dr.

Cochr an?

O Bri en?

Zer 0?

Zuni ga?
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CHAl RVAN SUZWKI @ Ms. Howe?

M5. HONE: No.

CHAl RVAN SUZWKI @ M.

MR SCHECHTER No.

CHAl RVAN SUZWKI @ Dr.

DR BAKLAND: No.

CHAl RVAN SUZWKI @ Dr.

DR DEMKO No.

Schecht er ?

Bakl and?

Denko?

CHAl RMAN SUZUKI :  Unani nbus no.

M5. SHULMAN:  Thank

you.

Question three, does the device present a

unr easonabl e ri sk of

CHAI RVAN SUZUWKI @ Dr

DR AVAR No.

CHAl RVAN SUZWKI @ Dr.

DR COCHRAN: No.

CHAl RVAN SUZWKI @ Dr.

DR O BRI EN: No.

CHAl RVAN SUZWKI @ Dr.

DR ZERO No.

CHAl RVAN SUZWKI @ Dr.

DR ZUN GA: No.

illness or injury?

. Anmar?

Cochr an?

O Bri en?

Zer 0?

Zuni ga?
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CHAl RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HOAE: No.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER No.

CHAI RVAN SUZUKI : Consul t ant s.

Dr. Bakl and?

DR BAKLAND: No.

CHAl RVAN SUZWKI : Dr. Denko?

DR. DEMKQO No.

CHAI RVAN SUZUKI :  Ckay, unani nous no.

M5. SHULMAN: Thank you.

Question four, did you answer yes to any
of the above questions, the answer is no.

Then we go to item five, is there
sufficient information to determne that general
controls of Cdass | are sufficient to provide
reasonabl e assurance of safety and effectiveness?

CHAl RVAN SUZWKI : Ckay, beginning with Dr.
Anmar .

DR AMAR | woul d say yes.

CHAl RMAN SUZUKI : Dr. Cochran?
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DR COCHRAN: No.

CHAl RVAN SUZWKI : Dr. O Bri
DR O BRIEN Yes.

CHAl RVAN SUZWKI : Dr. Zero?
DR ZERO No.

CHAl RMAN SUZWKI: Dr. Zunig
DR ZUN GA: Yes.

CHAl RVAN SUZUKI :  Repr esent
Ms. Howe?

M5. HOAE: No.

CHAl RVAN SUZWKI : M. Schec
MR SCHECHTER No.

CHAI RVAN SUZUKI @ Consul t an
Dr. Bakl and?

DR BAKLAND: No.

CHAl RVAN SUZWKI : Dr. Denko
DR. DEMKQO No.

CHAl RVAN SUZWKI @ 3: 2 yes,

144

en?

a?

atives.

ht er ?

ts.

?

so Cass |.

M5. SHULMAN. Ckay, the answer to that is

classify in dass I.

DR ZERO M. Chairnan,

review of the voting again, please?
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Let's call for a revote. |
with Dr. Anmar.

DR AMAR Yes.

145

[l begin again

CHAl RMAN SUZUKI : Dr. Cochran?

DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRIEN Yes.

CHAl RVAN SUZWKI : Dr. Zero?
DR ZERO No.

CHAI RVAN SUZWKI : Dr. Zuni ga?
DR ZUNI GA: No.

CHAl RMAN SUZUKI : The vote i s

3: 2 no.

M5. SHULMAN: So that you know, | just want

to clarify for everyone just on the sanme page here

If you are voting yes to this question then you are

voting for it to be a Cass | device.

If you are

voting no, you are voting for it to either be a dass

Il or a dass |1l device.

CHAIRVAN SUZWUKI: Do the

under st and t hat ?

Panel nmenber s

DR COCHRAN And, the recomendation was
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by the FDA was O ass I1.

M5. SHULMAN: Correct.

CHAl RVAN SUZWKI :  So, everybody under st ands
that. Gkay. That changes it to a no then.

M5. SHULMAN. Ckay.

Question five i s no.

Question Si X, IS t here sufficient
information to establish special controls in addition
to general controls to provide reasonabl e assurance of
safety and effectiveness?

CHAI RVAN SUZUKI :  And, the recommendation
was for the guidance docunent, is that correct?

M5. SHULMAN: Well, first, we have to vote
to see if there's sufficient information to establish

t hat special controls.

CHAI RVAN SUZWKI :  Ckay.

M5. SHULMAN: Because if the answer to that
woul d be no, then we are going to PMA Cass II1.

CHAI RVAN SUZWKI : Ckay, is there sufficient
information to establish special controls?

Dr. Amar?

DR AMAR Yes.
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CHAI RVAN SUZUKI : Dr. Cochran?
DR COCHRAN: Yes.

CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRIEN Yes.

CHAl RVAN SUZWKI : Dr. Zero?
DR ZERO Yes.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Yes.

CHAl RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HONAE: Yes.

CHAl RMAN SUZUKI : M. Schechter?

MR SCHECHTER: Yes.

CHAl RMAN SUZWKI : Consul t ant s.

Dr. Bakl and?

DR BAKLAND: Yes.

CHAI RVAN SUZUKI : Dr. Denko?

DR DEMKO Yes.

CHAl RMAN SUZUKI : It's unani nous 5: 0.

M5. SHULMAN: Ckay, thank you.

147

Seven, is there sufficient information to

establish special controls, if there is sufficient
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information to establish special controls, identify
bel ow the special controls needed to provide such
assur ance. Again, the recommendation from the
division was the guidance docunent, but you are
certainly able to check any of the others or |ist any
that you may want added.

CHAI RVAN SUZWUKI:  Okay, before wvoting,
woul d the Panel |ike any further discussion?

DR O BRIEN. One question now.

CHAl RVAN SUZWKI : Dr. O Brien?

DR OBREN This is now because of the
previous votes, this is going to be a dass Il then?

M5. SHULMAN: Correct.

DR O BRIEN (kay.

CHAl RVAN  SUZWKI : Ckay, any further
di scussi on? Questions?

Ckay, Dr. Amar?

DR AVAR (uidance docunent and device
t racki ng.

CHAl RVAN SUZWKI : Dr. Cochran?

DR COCHRAN: Qui dance docunent.

CHAI RVAN SUZUKI : Dr. O Brien?
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DR O BRI EN:. Qui dance docunent.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO (i dance docunent.

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Cui dance docunent.

CHAI RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HOWNE: (ui dance docunent.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER Cui dance docunent.

CHAI RVAN SUZUKI : Consul t ant s.

Dr. Bakl and?

DR BAKLAND: Qui dance docunent.

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKO Cui dance docunent.

CHAl RVAN  SUZWKI : Ckay, 4:1 guidance
docunent .

M5. SHULMAN: Thank you.

Ckay, question eight and nine we nmay skip,
because it all has to do with performance standards
and ten we nmay skip because it's only for Cass 111

devi ces.
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Question 11, identify t he needed
restrictions. Now, correct ne if I'm wong, this was
both an OTC and prescription device? So again, there
woul d be both the first one, only upon the witten or
oral authorization of a practitioner licensed by |aw
to admnister the use, and in other we'll also put
OorcC.

You may add any of the other needed
restrictions if you think they are needed.

CHAl RVAN  SUZWKI : Ckay, questions or
di scussion on this before we vote?

Dr. OBrien?

DR O BRIEN: Yes. For the over-the-
counter labels or directions, that the patient be
warned that they should see a physician or a dentist
if they have repeated infections or repeated ulcers
for proper diagnosis, not only if it lasts for seven
or eight days, to warn them that they may have one of
t hese material s t hat doesn' t contain hel pf ul
nmedi cation, they should get a diagnosis if they have
repeat ed occurrences.

M5. SHULMAN.  Thank vyou, that wll be
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not ed.

CHAI RVAN SUZWKI @ Ckay.

Any ot her comments or questions?

If not, I'd like to call wupon Dr. Amar
first.

DR AVAR Only wupon witten and oral
aut hori zation over the counter.

CHAI RVAN SUZWKI : First box, okay.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: First and | ast box.

CHAI RVAN SUZUKI : Ckay, and what is in the
| ast box?

DR COCHRAN: OTC.

CHAI RVAN SUZWKI :  Ckay. Dr. Amar also
indicates first and | ast box, correction.

Dr. OBrien?

DR OBRIEN First and | ast box, OTC

CHAl RVAN SUZWKI : Ckay. Dr. Zero?

DR ZERO First and |ast box, OIC

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: First and | ast box, OTC

CHAl RVAN SUZWKI : Representati ves.
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Ms. Howe?

M5. HONE: First and | ast box, OIC

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER First and last box, OIC
use.

CHAl RVAN SUZWKI : Ckay, consultants.

Dr. Bakl and?

DR BAKLAND: First and | ast box, and OTC.

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKO First and |ast box, OIC

CHAl RVAN  SUZWKI:  Ckay, it's unani nous
first box and the |ast box, other, designating OIC

M5. SHULMAN: Thank you.

Ckay, now we nmy nove on to the
suppl enent al data sheet.

Suppl enrental data sheet, again, your nanes
on the top, please, the generic type of device, the
Advi sory Panel, and is device an inplant, no.

So, we'll go to nunber four, indications
for use. Again, that's on the screen, the indications
for use, and you can nmake any corrections or comments,

or vote for as it was presented in the Panel neeting.
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CHAl RVAN SUZUKI : Excuse ne, what was Dr.
O Brien's suggestion on this point?

DR O BRIEN. That there be a warning in
the OIC materials that patients should seek diagnosis

by a physician or dentist if they have repeated

| esi ons.

M5. SHULMAN: And, | believe for that, this
will be the general indication for wuse, and Dr.
OBrien's comments will go under nunber nine, for any

needed restrictions.

CHAI RVAN SUZWKI :  Ckay.

M5. SHULMAN: So, if there are no conments
on the indications for use, you can wite as presented
in the Panel neeting.

Nunber five, the identification of risks
to health presented by the device. Again, we have the
overhead that was presented during the Panel neeting,
or you can nake any changes, or comments, or
suggesti ons.

CHAl RVAN SUZWUKI: Cay, Dr. Amar has a
guesti on.

DR AVAR Can | propose to add the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

154

allergic reaction, the potential of having an allergic
reaction?

M5. SHULMAN: Certainly, for the identified
risk of allergic reactions, did you have -- okay,
Angela is saying that's part of adverse tissue
reaction, so the labeling would be the mtigation to

address that risk.

DR AVAR | think in ternms of risk to
health allergic reactions fall wthin that, that
cat egory.

M5. SHULMAN. (kay, thank you.

CHAI RVAN SUZUKI @ I n ot her words --

DR AVAR Particularly, in light of the
fact that | heard that there were sone systemc

reactions, the local allergic reaction could becone a
system c reaction, t hen it becones a health
recommendat i on.

CHAlI RVAN SUZKI : So, Dr. Amar S
suggesting a further qualification of adverse tissue
reaction to include --

DR AMAR Potential --

CHAl RVAN SUZWKI :  -- al lergy, 1 nmmunol ogic.
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DR AMAR  -- yeah.

DR COCHRAN: My only problemwth that is
that it's a little bit unconfirned at this point. I
mean, | think I would want, before you put that on the
label, I think 1'd want a little nore docunentation,
and it bothers ne a little bit that nost of those came
out of one practice. Wthout sufficient docunentation
that it was truly an allergic reaction, |I'mnot sure |
would want to go to the point where we'd have to put
that on every product that's out there.

DR AMAR | think they just --

CHAI RVAN SUZWKI : Dr. Amar is speaking now.

DR AVAR -- if I can just answer that,
that doesn't hurt to put the allergic reaction, to be
honest with you. It prevents any potential
ram fication. I'm not sure that there are sone
serious ramfications as to having that into the
| abeling, and yet it prevents if any allergic -- |
could envision even potential allergic reaction to the
inert material.

M5. BLACKWELL: Well, may | nake a conment,

pl ease? W can put information about allergies on
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there, but there's no ingredient |abeling on these
products. So, even if the patient is allergic to it,
the dentist has no idea what it is they are allergic
to.

CHAl RVAN SUZUKI : Dr. Runner?

M5. BLACKWELL: A general caution, you
know, that's why l|abeling is here as a mtigation,
because the patient could have an adverse reaction
whi ch could be an allergic reaction or sonething else.
You know, if you consider the allergic reaction to be
a system c reaction.

CHAl RVAN SUZUKI @ Dr. Runner.

DR RUNNER Just one other coment, this
isn"t specifically -- these are just identified risks
that FDA would be looking for mtigations for, this
isn'"t necessarily in the |abeling. So, you certainly
could put the potential for allergic reaction here,
and we would be looking for bioconpatibility data
| abeling if there was some known allergenic was put in
the product, so that we would look for ways to
mtigate that risk, it wouldn't necessarily have to be

in the actual |abeling of the product.
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M5. SHULMAN. Ckay, wth those additions

was there anything el se that should be added to nunber

five, the identification of risks?

conment .

guesti on.
listed?

t hese?

i ngredi ent

(202) 234-4433

Ckay, thank you.

Nunmber six, the classificationis --

CHAl RVMAN SUZWUKI : Dr. Denko -- excuse ne --

M5. SHULMAN: |'m sorry.

CHAl RVAN  SUZUKI : -- Dr. Denko has a

DR DEMKO I just want to ask

one

Wy is it that the ingredients are not

mean, is that true across the board on

(No audi bl e response.)

DR DEMKO Ckay.

DR RUNNER Because devices do not
| abeling in our regul ations.

DR DEMKO Ckay.

DR. RUNNER. W cannot require that.

CHAI RVAN SUZUKI @ Ckay, Ms. Shul man?

have

M5. SHULMAN. Question six, classification
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is dass Il. Again, the priority high, nediumor |ow,
how fast would you like us to wite the proposed
regulation and get the comments and go out with the
final reg?

CHAI RVAN SUZWKI :  Ckay.

To answer this question I'lIl begin wth
Dr. Amar, low, nediumor high priority?

DR AVAR Medi um

CHAI RVAN SUZUKI ;@ Medi um

Dr. Cochran?

DR COCHRAN: Low.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRIEN. Medi um

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO Low.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: Low.

CHAI RVAN SUZWKI : Representati ves.

Ms. Howe?

MB. HONE: Medi um

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER As wth all ny choices
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today in this category, |I'm assumng that since these
products have been wunclassified for 30 years that
products haven't been held up because they are
unclassified. So, given that they are not being held
up, I'mvoting | ow again.

CHAl RVAN SUZWKI : Ckay, consultants.

Dr. Bakl and?

DR BAKLAND: Low.

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKQO Low.

CHAl RVAN SUZWKI . Ckay, it's 3:2 in favor
of | ow.

M5. SHULMAN: Thank you.

Question seven we may skip because the
device is not an inplant or life-sustaining or life-
supporting.

Nunber eight, the sunmmary of information
i ncluding clinical experience and judgnment upon which
the classification reconmendation was based, we may
say as presented in the Panel neeting or you may add
anything el se you wwsh to at this tine.

If there are no comments, we'll go on to
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nunber ni ne, the identification of any needed
restrictions on the use of the device, for exanple,
special labeling, banning or prescription use, we
al ready know it's prescription and over the counter,
and we do have the other l|abeling restrictions or
| abeling concerns that were addressed before in the
Panel transcript, so is there anything else that
shoul d be added at this tinme?

CHAI RVAN SUZWKI : Any other comments from
t he Panel ?

M5. SHULMAN: Thank you.

Question ten we may skip because that's
G ass | devices.

Question 11, if the device is recomended
for Gass Il, recomend whether FDA should exenpt it
from pre-market notification.

CHAI RVAN SUZUKI :  Ckay, any questions or
di scussion on this before we take a vote?

Ckay, Dr. Amar?

DR ANMAR Exenpt.

CHAI RVAN SUZWKI : Dr. Cochran?

DR COCHRAN: Not exenpt.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

CHAI RVAN SUZUKI : Dr. O Brien?

DR. O BRIEN. Not exenpt.

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO Not exenpt.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: Not exenpt.

CHAl RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HOAE: Not exenpt.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER Not exenpt.

CHAI RVAN SUZUKI : Consul t ant s.

Dr. Bakl and?

DR BAKLAND: Not exenpt.

CHAl RVAN SUZWKI : Dr. Denko?

DR. DEMKO Not exenpt.

CHAl RVAN SUZWKI: Ckay, 4:1 in favor
non- exenpt .

M5. SHULMAN: Thank you.

161

of

Question 12, any other existing standards

that would be applicable to the device or the device

sub- assenbly conponents, the device materials, besides
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the ones that were listed in the presentation.

CHAI RVAN SUZWKI :  Any questions, comments?

DR COCHRAN: A conmment is that certainly
in periodontics today we don't use as nany dressings
as we used to, so it's kind of interesting that we are
classifying this now on a product that we hardly use
anynor e.

CHAI RVAN SUZWKI :  Ckay.

M5. SHULMAN. Ckay.

CHAl RVAN SUZUKI : Now, at this point do we
vote on the entire docunent?

M5. SHULMAN: Correct, vote on the entire
docunent as filled out as a Cass |l device requiring
pr e- mar ket notification, subject to the special
control gui dance docunent.

CHAl RVAN SUZWKI : Ckay. I'1l call first on
Dr. Amar on the suppl enmental data sheet.

DR AMAR What do we --

CHAI RVAN SUZWKI : I n favor or opposed.

DR AMAR In favor.

CHAI RVAN SUZWKI : Dr. Cochran?

DR COCHRAN: In favor.
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CHAI RVAN SUZUKI : Dr. O Brien?

DR OBREN In favor

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO Approve.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNIGA: In favor.

CHAl RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HONE: In favor.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER Approve.

CHAI RVAN SUZUKI : Dr. Bakl and?

DR BAKLAND: Approve.

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKQO Approve.

CHAl RVAN SUZWKI :  Unani nous.

M5. SHULMAN: Thank you very much.

CHAl RVAN SUZUKI:  Next on our agenda
FDA's presentation of the proposed classification
dental electrical anesthesia, and I'd like to cal
M. Andrew Steen, Mechanical Engineer for FDA,

present .
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MR, STEEN: Thank you, good afternoon.

Once again, ny nanme is Andrew Steen, and

t oday "1 be presenting on t he pr oposed
classification for dent al el ectri cal anest hesi a
devices. | wll cover a brief description and history
of this device. I wll cover the nedical device

reports and risks to health presented by this device.
I  wll discuss any applicable standards. And
finally, I will give the proposed classification

A dental electrical anesthesia device
provides an electrical current to the tissue
surrounding the oral environment by direct electrode
connection for the purpose of creating an anal gesic
and/ or anesthetic effect during dental procedures.

This device is connected to the patient in
the dental office, just prior to the beginning of the
procedure, and renoved just after the procedure has
been conpleted. It is intended for use in place of or
in conjunction with injectabl e anest hesi a.

These devices were not classified at the
time of the Medical Device Anmendnents of 1976, and

there's only one pre-anendnent device that has both
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the sane indications for use, that is, anesthesia or
analgesia, and the node of operation, which is
el ectrical nerve stinulation

The dental electrical anesthesia devices
are currently regul at ed Vi a t he pr e- mar ket
notification 510(k) process. To date, we have cl eared
15 of these devices, and today the agency is seeking
the Panel's input on classification.

In order to assess the potential risks
associated with the wuse of this device, the FDA
reviewed the adverse events reports contained in the
on-line nedical device report database. There were a
total of nine, four involved nerve danage, three
involved burns to the cutaneous area under the
el ectrode pad, one involved an adverse tissue reaction
bel ow t he el ectrode pad, and one invol ved a sei zure.

The risk to health for dental electrica
anest hesi a devices were assessed by the review of the
adverse events, published literature, and the 510(k)'s
cl eared devi ces. This table identifies those risks.
Thermal and nerve damage, which is burns, trauma to

the skin or surrounding nerves, could be mtigated by
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electrical safety testing. For exanple, the voluntary
standard |EC 60601, and proper |abeling. Devi ce
failure, that 1is, circuit failure or power outage,

el ectrical shock, or a patient who is unresponsive to
the treatnent, could also be mtigated by electrica

safety testing, from again |EC 60601 and proper
| abel i ng. Cross contamnation, that is the inproper
sterilization of reusable electrode pads, could be
mtigated by reprocessing instructions, such as 1SO
11134. Adverse tissue reactions, allergic reactions
to the electrode pad, could be mtigated by
bi oconpatibility testing from the voluntary standard
| SO 10993 or |SO 7405. El ectromagnetic interference,

such as device interaction with a pacenmaker, could be
covered by electromagnetic conpatibility, which is,

once again, in | EC 60601, and proper |abeling.

This device is intended to be used by a
dental professional, and, therefore, inproper use
would be mtigated by detailed instructions for use
and prescription use only.

Along with the other general |SO standards

for sterility, bioconpatibility, and electromagnetic
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conpatibility, I'd like to point out that there is a
standard that deals directly with these devices, the
vol untary standard | EC 60601- 2- 10 cont ai ns
requirenents for safety of nerve and nuscle
stimul at ors.

And so finally, the FDA proposes to
identify a dental electrical anesthesia device as
intended to provide an electrical current to the oral
environnment by direct electrode connection to the
tissue for the purpose of creating an analgesic or
anesthetic effect during dental procedures. Thi s
woul d be classified as a Oass Il, special controls
and those special controls enployed would be a
detail ed guidance docunent addressing the risks to
health and mtigations for those risks.

Thank you for your tine.

CHAl RVAN SUZWKI : Ckay, does the Panel have
any questions on this presentation?

Ms. Howe?

M5. HOMNE: Is there any special training
that dentists are required to have to use these, or is

it just assuned that their sales rep instructs thenf
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MR STEEN: None that | am aware of within
our standards or our guidance, so it would be just
what the sales rep trains the doctor. | amunfamliar
with dental schools, so if sonmeone has an idea or
| earned about this, please |let ne know

CHAI RVAN SUZWKI : Q her quest i ons,
comment s?

Dr. OBrien?

DR O BRI EN Yes.

Wat's the range of voltages that these
deliver to the patient?

MR STEEN: | don't know.

DR OBRIEN | nean, are they |ow voltage
or high voltage?

MR, STEEN. They are |ow voltage. They
have been -- we get a consult from another branch that
does a |lot of TENS work, and they are | ow voltage.

DR OBREN Wuat is the evidence that
they deliver sufficient anesthesia as conpared to
ot her types of anesthesia, renobving the suggestion is
t here evidence of how well they work?

CHAI RVAN SUZWKI : Ckay, Dr. Runner?
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DR RUNNER Maybe there could be sone
comments from the other dental school faculty. | was
never even taught dental electrical anesthesia in
dental school. | think it probably is not a wdely
used phenonenon in dentistry. However, there are sone
dentists who would utilize these devices.

CHAI RVAN SUZUKI: 1'Il comment on the three
or four dental schools that |'ve been involved in, but
I'd like to solicit ny other Panel nenbers first.

O her dental school faculty here.

Dr. Bakl and?
DR BAKLAND: If | may ask a question
first. In regards to the nedical devices, the

regul ations for TENS, for those, are they simlar to
what i s being proposed for the dental devices?

MR STEEN: Correct.

DR BAKLAND: So, it would be conparabl e.

| will admt that 40 years ago when | took
nmy residency electro anesthesia was ny research
project, and it was interesting to work with that, and
it does, in fact, properly delivered wll in fact

inhibit the flow of inpulses in the nerve.
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CHAI RVAN SUZWKI :  Ckay.

Dr. Amar?

DR AMAR In the adverse reactions again,
nerve tissue damage, would you comment as to whether,
was it reversible or not reversible, or we don't even
know?

DR AMAR W don't know. The nedical
device reports were not very clear. One report was a
blurred vision in the right eye after use of the
device, but it was noted that the patient had a pre-
exi sting condition which may have caused that. Another
report was a throbbing of the tooth after the event,
but it doesn't say what the dental procedure was, so
it may have just been caused from the dental
procedure. They are not very clear, they are not very
conpl et e. A lot of them are three or four sentence
reports that just say sonething happened.

CHAI RVAN SUZWKI :  Ckay.

Dr. OBrien?

DR. O BRIEN. What about published clinical
studies of the effects of these devices?

MR STEEN. O the 510(k)s that |'ve gone
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through, they all contain one report or another that
said they worked. |'m not an expert in that area, so
| can't comment on that.

DR OBREN. But, shouldn't there be
strong clinical evidence that they work?

CHAl RVAN SUZUKI : Dr. Runner?

DR RUNNER |I'm sorry, these are devices
that are pre-anendnent, therefore, they were on the
market prior to the 1976 device anmendnents, therefore,
they were grandfathered in. So, therefore, if another
manuf acturer conmes to market with a simlar device, in
so many words, unless there was sone nmjor safety
issues relative to these devices we would find them
equivalent to pre-anendnents devi ces, and those
reports don't seemto conpare to the potential nunber
of uses to tip the scales in terns of safety as far as
we know at this tine.

CHAl RVAN SUZWKI : And, to answer one of M.
Steen's original questions, I'"'mon the faculty of four
dental schools, and I'm not aware that this procedure
is taught in our anesthesia departnents.

MR STEEN:. Thank you.
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CHAI RVAN SUZUKI :  Any ot her coment s?

DR ZERO 1'd like to add one.

CHAIRVAN SUZWUKI: |I'"m sorry, | didn't see
you.

Dr. Zero?

DR ZERO The Panel does not have to
concern itself wth the fact that there is -- we are

not being presented with any clinical, well-controlled
evidence that they are effective?

CHAI RVAN SUZWKI : Ef fi cacy.

DR ZERO Efficacy, |I'm dealing with the
efficacy side, instead of the safety side.

CHAl RVAN SUZWKI : Ckay, Dr. Runner?

DR RUNNER You could certainly nmake the
recormmendation that we ask for sone efficacy data. |
don't know that the law would allow us to not approve
a device for marketing, save any nmjor safety issues,
because it was on the market prior to 76 and was
grandfat hered in. That's the way our |aw works at
this point in tine.

CHAl RVAN SUZUKI : Pre May 28, 1976.

DR RUNNER So, it was a grandfathered
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device, unless we have sone significant information
that the safety of the device is in question. It
woul d be pretty hard for us to go back and take them
of f the market.

DR ZERO But, how can we nake a good
j udgnent of the safety side of It wi t hout
understanding. Everything is as risk/benefit analysis
in ny mnd, wth any device, so if we don't have any
information on the efficacy side, even a mnor risk to
me woul d be too mnuch.

DR RUNNER Well, you certainly -- 1 think
in your position on a classification panel you can
certainly make your concerns known in t he
gquestionnaire, and if you have strong desires to have
sone additional information available in the 510(k)s
we certainly could attenpt to develop a guidance
docunent that would | ook at some of these issues.

| just can't say that iif we were
chall enged, in terns of asking for that information,
whether that would stand up because of it's pre-
anmendnent st at us. That's why, |I'm not trying to

excuse the lack of data, it's just unfortunate the way
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t he | aw worKks.

CHAI RVAN SUZWKI ;. Ckay.

Any other comments, questions, for M.
St een?

Ckay, thank you.

MR STEEN:. Thank you.

CHAI RVAN SUZWKI: W now have an open
comment session regarding the proposed classification
of dental electrical anesthesia. | would like to ask
if there's anyone in the audience who wshes to
address the Panel, please approach and identify
yoursel f for the record.

Ckay, seeing none, 1'd like to ask M.
Shul man to | ead us.

Ch, one questi on.

DR COCHRAN: 1'd like to nake a comment,
that although | understand that this mght not have a
ot of evidence to support it, it is sonething that
has been studi ed and has been avail able for sone tine.

And, | kind of put it in the group of the
periodontal wound dressing as well, whether that's

very efficacious or not for the patient we may dispute
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t hat . But, speaking from the consuner advocate side,
|"d hate for us to Iimt sonmething that sone dentists
m ght f eel 'S an I mpor t ant t ool in their
ar manent ari um

CHAIl RVAN SUZWKI :  Ckay, thank vyou, Dr.
Cochr an.

DR BAKLAND: May | add to that comment?

CHAl RVAN SUZWKI : Dr. Bakl and?

DR. BAKLAND: Pr obabl y t he bi ggest
di sadvantage with electro anesthesia is that 1it's
unpredictable, and it tends to cone in cycles. And,
if you look at it historically, it goes back to even
bef ore chem cal anesthesia cane in, and was even tried
for general anesthesia at one point. And, of course,
that had much higher risks, but at least in ny
observation of local electro anesthesia it's nostly
ineffective in nost cases. There is sone help with it
in sone instances, but as a general rule it isn't
something that | think nost dentists will run out and
buy, because the success rate just isn't there.

CHAIl RVAN SUZWKI :  Ckay, thank vyou, Dr.

Bakl and.
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Any ot her comment s?

Ckay, Ms. Shul man?

M5. SHULMAN. Ckay, thank you.

Again, one nore tine, please place your
nane, Panel, the generic type of device, and the date
on the top of the sheet.

Ckay, question nunber one, is the device
life-sustaining or |ife-supporting?

CHAI RVAN  SUZWKI:  Ckay, I'Il  poll the
panel , beginning first with Dr. Amar?

DR AMAR No.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN: No.

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO No.

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: No.

CHAI RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HONE: No.
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CHAI RVAN SUZUKI : M. Schechter?
MR SCHECHTER No.

CHAI RVAN SUZUKI : Consul t ant s.
Dr. Bakl and?

DR BAKLAND: No.

CHAl RVAN SUZWKI : Dr. Denko?

DR. DEMKO No.

CHAl RVAN SUZWKI :  Unani nous no.

M5. SHULMAN: Thank you.

177

Number two, is the device for use which is

of substantial inportance in preventing inpairnent

human heal t h?

Amar ?

(202) 234-4433

CHAl RVAN SUZWKI : Ckay, beginning with

DR AMAR No.

CHAI RVAN SUZUKI : Dr. Cochran?
DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRI EN: No.

CHAl RVAN SUZWKI : Dr. Zero?
DR ZERO No.

CHAI RVAN SUZUKI : Dr. Zuni ga?
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DR ZUNI GA: No.

CHAI RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HOAE: No.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER No.

CHAI RVAN SUZUKI ;@ Consul t ant s.

Dr. Bakl and?

DR BAKLAND: No.

CHAl RVAN SUZWKI : Dr. Denko?

CHAl RVAN SUZWKI :  Unani nous no.

M5. SHULMAN: Thank you.

Nunber three, does the device present a
unreasonabl e risk of illness or injury?

CHAl RVAN SUZWKI : Okay, Dr. Amar?

DR AMAR No.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN: No.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO No.
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CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: No.

CHAI RVAN SUZWKI : Representati ves.
Ms. Howe?

M5. HONE: Yes. M concern is based on the

nerve damage, and not knowing if, in fact, that was

irreversible danmage. |I'mnot sure if anybody wants to

comment on

concer n.

that or bring that wup, but that's a

CHAI RVAN SUZWKI :  Ckay.

M. Schechter?

MR SCHECHTER No.

CHAI RVAN SUZUKI ;@ Consul t ant s.
Dr. Bakl and?

DR BAKLAND: No.

CHAl RVAN SUZWKI : Dr. Denko?
DR. DEMKQO No.

CHAl RVAN SUZWKI : Unaninmous no of the

voting nenbers. One concern of the consuner

representatives.

M5. SHULMAN: Thank you, and | think we can

cone back and address that concern, too. Thank you.

(202) 234-4433
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Nunber four, did we answer yes to any of
t he above questions, the answer is no.

Nunber five, IS t here suf fici ent
information to determne that general controls, those
are Cass | controls, are sufficient to provide
reasonabl e assurance of safety and effectiveness?

CHAl RVAN SUZWKI : Ckay, beginning with Dr.
Amar ?

DR AMAR No.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRI EN: No.

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO No.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: No.

CHAI RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HOAE: No.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER No.
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CHAI RVAN SUZUKI : Consul t ant s.

Dr. Bakl and?

DR BAKLAND: No.

CHAl RVAN SUZWKI : Dr. Denko?

DR. DEMKQO No.

CHAI RVAN SUZUKI : Ckay, unani nous no.

M5. SHULMAN: Thank you.

181

Question number six, is there sufficient

information to establish special controls in addition

to the general controls to provide reasonable

assurance of safety and effectiveness?
CHAl RVAN SUZWKI : Okay, Dr. Amar?
DR AMAR No.
CHAI RVAN SUZUKI : Dr. Cochran?
DR COCHRAN: Yes.
CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRIEN Yes.
CHAl RVAN SUZWKI : Dr. Zero?
DR ZERO Yes.
CHAl RVAN SUZWKI : Dr. Zuni ga?
DR ZUN GA: Yes.

CHAl RVAN SUZWKI : Representati ves.
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Ms. Howe?

M5. HOAE: Yes.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER Yes.

CHAI RVAN SUZUKI : Consul t ant s.

Dr. Bakl and?

DR BAKLAND: Yes.

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKO Yes.

CHAl RVAN SUZWKI : 4:1 in favor of yes.

M5. SHULMAN: Thank you.

Nunber seven, if there 1is sufficient
information to establish special controls to provide
reasonabl e assurance of safety and effectiveness,
identify the special controls needed to provide such
reasonabl e assurance for a Cass Il device.

Agai n, the division presented the guidance
docunent, but you are also welcone to check any of the
ot her boxes on the sheet or add any others.

CHAl RVAN SUZWKI : Ckay, beginning with Dr.
Amar ?

DR. AVAR: Qui dance docunent and
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per f or mance st andar ds.
CHAI RVAN SUZUKI : Dr. Cochran?
DR COCHRAN: ui dance.
CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRI EN: Qui dance docunent,

performance standards, device tracking, and testing

gui del i nes.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO (i dance docunent.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: Cui dance docunent and testing
gui del i nes.

CHAl RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HOWE: (Quidance docunent, performance
st andar ds.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER: Cui dance docunent, and ny
experience with | EC standards, especially the specific
60601, that deal wth specific device groups, the
standards are generally very specific and often

difficult to conply with. So, ny recommendati on woul d
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be that the FDA consider conpliance with that standard
to be alnost a benchmark. Those standards generally
handle all kinds of issues dealing with the safety of
the device, the performance of the device, patient
interlocks, things |like that.

So, other than a guidance docunent or,
per haps, included in the guidance docunent, to suggest
that conpliance wth that standard be paranount.

DR ZERO Point of clarification.

CHAl RVAN SUZWKI : Yes, Dr. Zero?

DR ZERO If we go wth the guidance
docunent, can we capture that last point with just the
gui dance docunent, or do we need to go to one of the
ot her boxes?

M5. SHULMAN. You can capture it in the
gui dance docunent, and we would put that the device
shoul d be subject to that. A guidance docunent is not
long, so they can address other ways of addressing
t hose concerns.

The performance standard would be |aw or
regulation, in that case they would absolutely have to

address it.
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CHAI RVAN SUZWKI :  Ckay.

DR ZERO Can | add to ny check off of
performance standard.

CHAl RVAN SUZWKI : Yes, Dr. Zero.

CHAI RVAN SUZUKI @ The consul t ants.

Dr. Bakl and?

DR BAKLAND: Qui dance  docunent and
perf ormance st andard.

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKO, Qui dance docunent and
performance standard.

CHAI RVAN SUZWKI :  Ckay. W do have a
consensus on the guidance docunent. However, there
are other discussions that mght be applicable for
sone of the ©performance standards and testing
gui delines. Wuld you either like to revote on that,
or would you like to reopen the discussion, or would
you feel confortable in, because it's a mnority
opinion now, I'd like to ask the Panel what they'd
choose.

IVB. SHUL VAN: Just one matt er of

clarification. The guidance docunent you can put the
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requirenent into the guidance docunent. When | said
the conpany doesn't have to follow it, if they don't
follow that exactly they would have to explain how
they followed sonething close to it or deviated from
it. So, it's not that they would get out of that
totally in the guidance docunent. It's just the
performance standard is regulation, witten into the
regul ati on, and the gui dance docunent is not.

CHAI RVAN SUZWKI :  Ckay.

So, despite the fact that some of the
Panel nenbers recommended performance standards and
testing guidelines, does the Panel feel confortable in
going with just guidance docunent? Are there any
obj ecti ons?

Ckay, Ms. Howe?

M5. HOANE: My concern would be that unless
it's specified the performance standards, that if, in
fact, the instruction on this equipnent is by sales
representatives that they be held to sone kind of a
standard, that they would give the best instruction
possible to the user, that they realize that this is

an enphatic, as opposed to a suggestion.
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CHAI RVAN SUZWKI :  Ckay.

Dr. OBrien?

DR OBREN Since the device has been
around for a long tinme, and Dr. Bakland indicates that
it's a hit or mss type of device, | think we have to
consider this as a possible, in the category of
medi cal devices of the 19" Century, that they may work
for sonme patients but not others, and to -- so, |
woul d say, because of the possibility, and |'ve seen
this happen, that devices in dentistry can get new
mar ket i ng life with a canpai gn, and young
practitioners go to semnars in Costa R ca, whatever
and can get very enthusiastic about things, don't
think that this now that seens to be going obsolete
coul dn't cone back again, relatively quickly,
dependi ng on the marketing budget.

So that, it needs a lot of controls
wi thout clinical studies to back it up

CHAIl RVAN  SUZLUKI : Ckay, SO you are
recomendi ng further testing guidelines?

DR OBRIEN | would put -- yes, because |

would put all the restrictions possible on it, because
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it's a suspect devi ce, in terns of clinical
effectiveness and possible harm if the voltages were
changed in order to nmake it nore effective. And, on
the other hand, you could get nore side effects from
t hat .

CHAl RVAN SUZWKI:  Any other comments or
di scussi on?

Dr. Cochran?

DR COCHRAN:  Yes. If the voltage is
changed, then it's not going to fit into the guidance
docunent . So, it seens like to nme we are thinking
about if you change the device, and we are not | ooking
to change the device, so we are |ooking at classifying
the devices that are on the market, given the |ow
vol tage that already exists.

And, | think really market pressure wll,
i ndeed, drive it, even if they cone out with a big
mar keting canpaign, if it's not effective, then it's
not going to be effective. But, it's going to have to
fit, based on the guidance docunent, it's going to
have to fit with the pre-existing devices.

CHAl RVAN  SUZWKI : In l'i ght of t he
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addi tional discussion, 1'd like to «call for an
addi ti onal vote for suf fici ent information to
establish special controls with respect to perfornance
standards and testing guidelines. Qui dance docunents
IS unani nous at this point.

So, beginning first with performance
standards, 1'Il begin first with Dr. Arar, a yes or a
no?

DR AMAR Yes.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRIEN Yes.

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO Yes.

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Yes.

CHAl RVAN SUZWKI: Ckay, 4:1 in favor of
i ncl udi ng performance standards.

M5. SHULMAN: Thank you.

CHAI RVAN SUZUKI : Next, testing guidelines,

beginning with Dr. Amar?
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DR AMAR No.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: No.

CHAI RVAN SUZUKI : Dr. O Brien?

DR O BRIEN Yes.

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO No.

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Yes.

CHAI RVAN SUZUKI: 3:2 in favor of no. So,
testing guidelines is not included.

V5. SHULMAN. Ckay.

CHAl RVAN SUZUKI @ So, we will summarize by
sayi ng t he gui dance docunent and per f or mance
st andar ds.

M5. SHULMAN: Thank you.

CHAl RVAN SUZWKI: Ckay, a question, Dr.
Li n?

DR LI N: When you menti on about
performance standard, do you have any idea of what
kind of performance standard are we talking about,

because when you indicate performance standard in
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agency, FDA has to publish the regulation denoting
that all the device would neet that type of
performance standard.

| give an exanple, | think one of the few
device that the agency has a perfornmance standard, one
is a hearing aid. So, they have a standard put out by
all the EMIs and they cone and say, well, you have to
get to a certain type of sensitivity before you
qualify as a hearing aid. So, for this type of
devi ce, what kind of performance standard you
recoormend, that will hel p the agency.

CHAI RVAN SUZWKI :  Ckay.

Comments fromthe four yeses.

Dr. Anmar?

DR AMAR Wiat | think when | suggested
performance standard, | think the public needs to
know, or have sone kind of idea, on in how many cases
this device would work, a sense of efficacy, | would
say. That's what | neant by performance standard. Is
it conpletely magic, or it works in certain cases, and
in how many cases it works.

| think some of the question may conme up
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fromthe public to the dentist and say, |ook, does it
wor k or not ?

CHAI RVAN SUZWKI : But, ny understanding is,
because of My 28, 1976, we can request but not
require, is this the case?

M5. SHULMAN: Correct, it was out on the
market prior to May 28, 1976, so anything now that's
i ntroduced can be found substantially equivalent, and
you have to be at |east as safe and effective, or
essentially, at least as unsafe and ineffective, as
t he predi cate device.

DR AVAR Wiat are the standards for
efficacy or effectiveness, that's what | want to know

Safety | know, but efficacy.

M5. SHULMAN: | don't know if there's one
standard for effectiveness.

CHAl RVAN SUZUKI : Once again, because it's
pre 76 there doesn't have to be a standard.

Dr. Zero?

DR ZERO So, in effect, if we have a
performance standard that we set for all new devices,

in other words, they have to show they are as
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effective as a device that's maybe not effective, |
mean, how do you design a study to do that? | don't
know how to do that.

CHAI RVAN SUZWKI : Dr. Lin?

DR LIN Wll, actually, the performance
standard has a very special neaning in terns of FDA s
term that's becone a requirenent, that all this type
of device have neet those type of standards.

But, | think that fromDr. Amar's conment,
it's nore a question about whether the effectiveness
of this device, but in that case when we have a
gui dance docunent we can recomend that the conpany
submt, for exanple, clinical standard to show that
whet her the device actually is effective in producing
pain relief or anesthesiol ogy, anesthesia, or not, so
that we can recommend sone clinical standard.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO M/ expectation is that this
device probably has a strong placebo effect, and that
if it's done, if you run a placebo-controlled study
you will probably see no effect, but that's just a

hypot hesis, it may not be correct.
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So, if you ran a placebo-controlled study
to test equivalency, it's going to be as good as the

previ ous device, which you won't be able to break from

pl acebo.

So, | nmean, | don't know how to go wth
this experinentally, because it's -- the only way you
can do it is not run a control. I[f you don't run a

control, you can show that they are the sane.

CHAl RVAN SUZWKI : Dr. Cochran?

DR COCHRAN: Coul d we address this concern
by adding to the labeling that the device nmay not
provi de adequate analgesia or anesthesia, and get
around the concern that everybody is struggling wth?

CHAl RVAN SUZWKI : Elim nate the performance
standard and incorporate that statement in the
gui dance docunent.

DR OBREN | have a conment.

CHAI RVAN SUZWKI : Dr. O Brien is speaking.

DR. O BRI EN: Yes. There are many
performance standards for devices for use in
| aboratories, such as devices that operate at a

certain voltage, they should be checked that they are
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operating at certain voltage. O, if you have a
colorimeter, for exanple, that neasures color, that
there's usually a test standard that cones wth it,
and you first calibrate the device, or see if it's
working by its reading in accordance with the reading
it should have. I think of that is a performance
standard, not in terns of the clinical performance.

CHAI RVAN SUZWKI :  Ckay.

Ms. Howe?

M5. HOANE: |Is that not, in fact, what the
standard, the | EC 60601-2-10, provides us, that we are
just assum ng that they nust neet that standard, that

we don't have to establish sonmething new here at the

Panel ?

CHAI RVAN SUZWKI @ Ckay.

Dr. Lin?

DR LIN The IEC standard is a snall
el ectrical -- other than actual clinical perfornmance
st andar d.

CHAI RVAN SUZWKI :  Thank you.
O her comments, questions?

DR RUNNER Marjorie, correct nme if I'm
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wrong - -

CHAl RVAN  SUZUKI : This is Dr. Runner
speaki ng.

DR RUNNER -- I'msorry, if the Panel is
concerned about effectiveness of the device in
general, then the -- and requiring clinical data to
support effectiveness, wouldn't that push it over into

a different classification?

M5. SHULMAN. Not necessarily, because you
can require clinical data in a 510(k), so you can
recoomend that clinical data be needed to find these
devi ces substantially equival ent.

DR RUNNER So that, they could neke a
recommendation that the guidance docunent i nclude
clinical data to substantiate effectiveness.

M5. SHULMAN: Correct.

CHAl RVAN SUZWKI :  Then, perhaps, in |ight
of the further discussion, we can go back, 1'd like to
request that we go back and revisit at |[east
performance standards as an incl usion.

Wul d anyone have an objection to that?

Hearing none, I'd Ilike to revote on
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performance  standards to be i ncl uded in the
recomendati on for nunber seven.

Ckay, Dr. Amar?

DR AVMAR Yes.

CHAI RVAN SUZWKI : Dr. Cochran?

DR, COCHRAN: No.

CHAl RVAN SUZWKI: Dr. O Brien?

DR O BRIEN Yes, but that could be the
el ectrical device standard that you nenti oned.

M5. SHULMAN: Marjorie Shulman, | just want
to clarify sonething. That would be -- no, |I'msorry,
| guess you are right, it could be a performance
standard and be required, sorry.

DR COCHRAN: Isn't that already in the
speci al control, though?

M5. SHULMAN: It is in the special control,
but --

DR, COCHRAN. Because you've already got
that listed, so it's already there.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO 1'm going to change ny vote to

no, because this is a catch-22.
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CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Yes.

CHAIl RVAN SUZWKI: Ckay, 3:2 in favor of
i ncl udi ng performance standard.

M5. SHULMAN: Ckay, performance standard.

CHAI RVAN SUZWKI: In addition to guidance
docunent .

M5. SHULMAN. (Ckay, question nunber eight
we haven't seen yet. If a regulatory performance
standard is --

DR COCHRAN: Excuse nme, | have one

guesti on. What is the performance standard going to

be?

M5. SHULMAN. That performance standard
will go out, it will be -- we'll gather the coments
from this Panel neeting, and then we'll put one

together, and they have to go out for coment to see
if anyone has any coments what would have to be in
t he performance standard, and then it would be final.
CHAI RVAN SUZWKI :  Ckay.
Dr. Anmar?

DR AMAR Wuldn't we include clinical
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ef fectiveness, that's what we were tal king about, am!|l
correct?

DR COCHRAN:. But, she said that could be
included in the 510(k) and the guidance docunents.
So, | think you are putting sonmething out there for
the industry people to neet that is a little bit
unnecessary and nmay not even be achi evabl e.

CHAl RVAN SUZWKI : Ckay, we've already voted
three times on this, so let's nove on.

M5. SHULMAN. Correct, and we have your
recommendation, and again, after this is over the
proposed regulation will go out and we're going to
gather coments, and it may be that that's not
i ncl uded.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO The sense | have of this is
right now we are setting up the FDA in, perhaps, an
untenable position of devel oping a performance
standard that will fail when being tested as it goes
forward, because you will -- if you are going to give
-- if you are going to present the perfornmance

standard for the industry to neet, and they can't
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design -- a study can't be designed, or criteria can't
be identified and tested, it doesn't go anywhere. It
just ties up the FDA into a circular process, and it
just used up the energy of the FDA in a non-productive
way .

That's why | changed ny vote, that's what
| mean by a catch-22.

M5. SHULMAN: Thank you for your coments,
but since we have voted three tinmes we will |eave that
as a recomendati on.

CHAI RVAN SUZWKI :  Ckay.

V. SHUL VAN: Question eight, | f a
regul atory performance standard is needed to provide
reasonabl e assurance of a Cass Il or |1Il device,
identify the priority. Again, there's no time franes
associated wth these, [ow, nedium high.

CHAIl RVAN SUZWKI :  Okay, beginning first
with Dr. Amar, |ow, nediumor high?

DR AVAR Low.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: Low.

CHAI RVAN SUZUKI : Dr. O Brien?
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DR O BRIEN Low.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO Low.

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUN GA: Low.

CHAI RVAN SUZWKI : Representati ves.

M. Howe?

201

M5. HOME: |'m going to say low, but I

think | do so because we don't anticipate these
products being hurried into the marketplace, but we
by saying low it wll be considered at

assune that

sone point.
| ow.
priority.

(202) 234-4433

CHAI RVAN SUZWKI : Ckay, M. Schechter?

MR SCHECHTER Whatever category is bel ow

CHAl RVMAN SUZUKI: 1'11 take that as a | ow

Dr. Bakl and?

DR BAKLAND: Low.

CHAl RVAN SUZWKI : Dr. Denko?
DR DEMKQO Low.

CHAl RVAN SUZWKI:  Ckay, unani nous,
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M5. SHULMAN: Thank you.

Nunber nine is not applicable because
that's for a reclassification, this 'S a
classification.

Nunber ten, question ten, we can skip.

Question 11, is the prescription device,
but then you can add any needed restrictions, use only
by persons with specific training or experience, or
use only in certain facilities.

CHAI RVAN SUZUKI: So, if we leave it as a
prescription device it will be box one.

M5. SHULMAN: Correct.

CHAl RVAN SUZWKI :  Ckay, beginning first,
Dr. Amar?

DR AVAR Box 1.

CHAl RVAN SUZWKI : Dr. Cochran?

DR COCHRAN: Box 1.

CHAl RVAN SUZWKI: Dr. O Brien?

DR O BRIEN. Box 1.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO First box.

CHAI RVAN SUZUKI : Dr. Zuni ga?
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DR ZUN GA: First box. .
CHAI RVAN SUZWKI : Representati ves.

M. Howe?

203

M5. HONE: One and two, | think specific

is beyond that of regular dental school

i nstruction.

first box.

CHAI RVAN SUZWKI : Ckay, M. Schechter?
MR SCHECHTER First box.

CHAI RVAN SUZUKI ;@ Consul t ant s.

Dr. Bakl and?

DR BAKLAND: Box 1.

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKGO First box.

CHAl RVAN SUZWKI: Ckay, it's unaninous,

M5. SHULMAN: Thank you.

Now we can nove on to the supplenental

data sheet. Ckay, again, if you could put your nanes

on the top, the generic type of device, the Advisory

Panel , and

i npl ant, no.

(202) 234-4433

Nunmber four, the indications for use,
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can say as agreed upon during the Panel neeting, as up
on the overhead, or you can add anything that you w sh
to at this point.

No addi tional coments?

CHAl RVAN  SUZLKI : Any other comments?
None.

VS. SHUL VAN Question five, t he
identification of risk to health by presenting the
devi ce. There were two overheads identifying the
risks to health and the proposed mtigations. W can
add anything el se you care to at this tine.

DR ZUNNGA: | don't know if this fits into
this category --

CHAl RVAN SUZWKI : This is Dr. Zuniga.

DR ZUNTGA: -- but |'d be concerned about
using this device concerning the adverse events while
under general anesthesi a.

M5. SHULMAN: Thank you. Most likely we
wll take those coments and add them on to nunber
nine for the needed | abeling restrictions.

If there are no other coments with the

identification of the risks to health, then you can
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say as presented during the Panel neeting.

Nunber  si x, the recomended Advisory

classification and priority. The classification is

Cass |1,

| ow,

and again, the priority is high, medium or

CHAl RVAN SUZWKI @ Ckay. "1l poll the

Panel , beginning first with Dr. Amar, |ow, nedium or

hi gh.

(202) 234-4433

DR AMAR Low.

CHAI RVAN SUZUKI : Dr. Cochran?
DR COCHRAN: Low.

CHAI RVAN SUZUKI : Dr. O Brien?
DR O BRIEN Low.

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO Low.

CHAI RVAN SUZWKI : Dr. Zuni ga?
DR ZUNI GA: Low.

CHAI RVAN SUZWKI : Representati ves.
Ms. Howe?

M5. HOAE: Low.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER Low.
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CHAI RVAN SUZWKI : Consul t ant s.

Dr. Bakl and?

DR BAKLAND: Low.

CHAI RVAN SUZWKI : Dr. Denko?

DR, DEMKO Low.

CHAl RVAN SUZWKI :  Unani nous, | ow.

M5. SHULMAN: Thank you.

Nunber seven we may skip, because it is
not an inplant or life-sustaining or |ife-supporting.

Nunber eight, the summary of clinical
experience or judgnment upon which the classification
recommendation is based, we can say as presented
during the Panel neeting, or you can add anything el se
you wish to at this tine.

No ot her comments.

Nunber nine, the identification of any
needed restrictions for the use of the device, it is a
prescription device, that will be a restriction, and
we do have a coment, the Panel comments about the
addi ti onal needed labeling. |If there are anynore.

CHAl RVAN SUZUKI @ Any commrents? None.

M5. SHULMAN: Thank you.
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Nunber ten we wll skip.

Nunber 11, if device is reconmrended
Cass Il recomend whether the Panel should exenpt
from pre-market notification.

CHAl RVAN SUZUKI : Ckay, 1'll begin wth
Amar, exenpt or non-exenpt?

DR AVMAR Not exenpt.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: Not exenpt.

CHAI RVAN SUZUKI : Dr. O Brien?

DR. O BRIEN. Not exenpt.

CHAl RVAN SUZWKI : Dr. Zero?

DR ZERO Not exenpt.

CHAl RVAN SUZWKI : Dr. Zuni ga?

DR ZUNI GA: Not exenpt.

CHAI RVAN SUZWKI : Representati ves.

Ms. Howe?

M5. HOAE: Not exenpt.

CHAI RVAN SUZUKI : M. Schechter?

MR SCHECHTER Not exenpt.

CHAI RVAN SUZUKI : Consul t ant s.

Dr. Bakl and?
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DR BAKLAND: Not exenpt.

CHAl RVAN SUZWKI : Dr. Denko?

DR. DEMKO Not exenpt.

CHAI RVAN SUZWKI :  Unani nous, not exenpt.

M5. SHULMAN: Thank you.

And, besides the ones listed in question
12, besi des t hese st andar ds l'i sted in t he
presentation, any other existing ones that you all
know of ?

CHAI RVAN SUZWKI : Any guest i ons,
di scussi on? No.

V5. SHULMAN. Ckay.

Now, if you can please vote on the form as
filled out as a Cass Il device, not 510(k) exenpt,
subject to pre-market notification, subject to the
gui dance docunent and performance standards.

CHAI RVAN SUZWKI: Ckay, | wll poll in
order again, in favor or opposed.

Dr. Amar?

DR AMAR In favor.

CHAI RVAN SUZUKI : Dr. Cochran?

DR COCHRAN: In favor.
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CHAI RVAN SUZUKI : Dr. O Brien?

DR OBREN In favor

CHAl RVAN SUZWKI @ Dr. Zero?

DR ZERO In favor

CHAI RVAN SUZWKI : Dr. Zuni ga?

DR ZUNIGA: In favor.

CHAl RVAN SUZWKI : Representati ves.
Ms. Howe?

M5. HONE: In favor.

CHAI RVAN SUZUKI : M. Schechter?
MR SCHECHTER In favor

CHAI RVAN SUZUKI : Consul t ant s.

Dr. Bakl and?

DR BAKLAND: In favor

CHAl RVAN SUZWKI : Dr. Denko?

DR DEMKO In favor.

CHAI RVAN SUZUKI @ Unani nous, in favor.

M5. SHULMAN: Thank you very much.

209

CHAI RVAN SUZUKI : Ckay, we have now reached

the end of today's agenda. W' || reconvene tonorrow

morning at 8:00 a.m, and at that tinme we'll

di scussi ons on proposed classifications of root
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cl eanser, root apex |locator, and dental

(Wher eupon,

concl uded at

at 8:00 a.m)

(202) 234-4433

call for adjournment.

210

nmout h guards.

the above-entitled matter was

2:34 p.m, to reconvene tonorrow norning
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